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03-99 SURVEY PROCEDURES - LABORATORIES
POLICY FOR CONDUCTING SURVEYS

Survey protocols and interpretive guidelines are established pursuant to pertinent sections of the Social
Security Act, the Public Health Service Act, and the Clinical Laboratory Improvement Amendments (CLIA)
of 1988 (42 CFR Part 493) to provide guidance to personnel conducting surveys of laboratories. The
protocols and guidelines clarify and/or explain the intent of the regulations and are required for use by all
surveyors assessing laboratory performance based on Federal requirements. The same survey protocols are
used by the regional office (RO) and/or State Agency (SA) surveyors and therefore are written to address the
surveyor.

The following protocols represent an outcome-oriented method to be used to conduct the survey. The focus
of the survey is to assess how the laboratory monitors its operations and ensures the quality of its testing.
The intended use of these protocols is to promote consistency in the approach to the survey process and to
ensure that a laboratory’s operations are reviewed in a practical, efficient, and effective manner so that at the
completion of the survey there is sufficient information to make compliance decisions. While the purpose of
the protocols and guidelines is to provide direction in preparing for the survey; in conducting the onsite
survey; and for analyzing, evaluating, and documenting survey findings; the surveyor’s professional
judgement is the most critical element in the survey process.

HCFA’s objective is not only to determine the laboratory's regulatory compliance but also to assist regulated
laboratories in improving patient care by emphasizing those aspects that have a direct impact on the
laboratory’s overall test performance. HCFA promotes the use of an educational survey process. It is the
surveyor’s objective, using professional judgement, to determine, based on observation of the laboratory’s
(past and current) practices, interviews with the laboratory’s personnel, and review of the laboratory’s
relevant documented records, whether it is producing accurate, reliable, and timely (quality) test results.
Regardless of the manner in which the surveyor approaches assessing the laboratory’s operation and test
performance, the primary objective is to determine whether or not the laboratory meets the CLIA
requirements. The surveyor meets this objective by employing an outcome-oriented/quality improvement
type of survey process or approach, the intent of which 1s to focus the surveyor on the overall performance
of the laboratory and the way it monitors itself, rather than on a methodical evaluation of each standard level
regulatory requirement.

Surveyors must make every effort to minimize the impact of the survey on laboratory operations and patient
care activities, and to accommodate staffing schedules and departmental workloads as much as possible. In
facilities providing direct patient care, e.g., physician offices, clinics, residential care facilities, and
hospitals, respect patient privacy, maintain confidentiality, and do not interrupt or interfere with patient care.

When performing a survey that includes Provider-Performed Microscopy (PPM) procedures, the appropriate
requirements in 42 CFR Part 493, Subparts C, H, J, K, M, P, and Q apply. (See page
C-19 for conducting surveys of certificate for PPM Procedures.)

(See page C-18 for conducting surveys of partially accredited specialties/subspecialties; page C-19 for

conducting surveys of waived tests; and page C-18 for conducting surveys of multiple testing sites under
one certificate.)
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THE OUTCOME-ORIENTED SURVEY PROCESS

The principal focus of the survey is the effect (outcome) of the laboratory’s practices on patient test results
and/or patient care. The Outcome-Oriented Survey Process is intended to direct the surveyor to those
requirements that will most effectively and efficiently assess the laboratory’s ability to provide accurate,
reliable, and timely test results.

In an outcome-oriented/quality improvement survey process, the surveyor needs to review and assess the
overall functioning of the laboratory and evaluate its ability to perform quality testing. The quality
assurance requirements of the laboratory regulations (42 CFR Part 493, Subpart P) are an appropriate guide
for organizing the surveyor’s review. Select a cross-section of information (from all aspects of the
laboratory’s operation) for review to assess the laboratory’s ability to produce quality results as well as its
ability to identify and correct problems. Emphasis should be placed on overall laboratory performance and
the structures and processes contributing to the reliability of the testing. Review the selected cross-section
of information to see if the laboratory has established and implemented appropriate ongoing mechanisms for
monitoring and evaluating its practices and solving its problems. If the laboratory has met CLIA
requirements and if your evaluation does not warrant a more in-depth review, conclude the survey and ask if
the laboratory has any questions about CLIA requirements.

Although Appendix C, Survey Procedures and Interpretive Guidelines for Laboratories and Laboratory
Services, includes guidelines and instructions for each regulatory requirement and encompasses all types of
laboratory facilities, use only those portions applicable to the laboratory=s operations and complexity of
testing performed.

[.  IDENTIFYING SOURCES OF INFORMATION

A. _Announced and/or Unannounced Surveys.--Section 353(g)(1) of the Public Health Service
Act provides for either announced or unannounced inspections/surveys. Complaint or revisit surveys must
be conducted on an unannounced basis. (See §6106 for policy regarding announced and/or unannounced
surveys.)

When applicable, the laboratory may be notified by telephone or mail. Notification may include the actual
date and time of the survey. Request that the laboratory notify the inspecting agency (e.g., SA or RO) if its
laboratory operations are not conducted during usual hours of operation or only on specific days and times.
Whenever possible, conduct surveys during the laboratory’s routine hours of operation. Request notification
if the certificate status has changed. If the laboratory has applied for a certificate of accreditation, ask the
laboratory to provide documentation (e.g., written verification from the accrediting organization) of its
accredited status. If the laboratory changes its level of service to PPM procedures or waiver before the
survey, it should inform the inspecting agency.

B. Scheduling Surveys.--Scheduling the survey is a different function than announcing the
survey to the laboratory. Schedule the recertification survey at least 6 months prior but no earlier than 12
months prior to the expiration of the laboratory’s current certificate. Any new laboratories, and if at all
possible, complaint and validation surveys in the geographic area should be worked into this schedule. For
efficiency when scheduling, attempt to cluster surveys geographically.
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Establish a date and time for the survey once the schedule has been completed. This is the schedule
followed as part of the survey work load. If a laboratory operates more than one shift or location, schedule
survey hours to include a representative cross-section of shifts or locations, as necessary. For either an
initial CLIA or recertification CLIA survey, an unannounced survey may be performed after one canceled
appointment. The laboratory must be informed of this when notified of the original survey.

To enhance survey effectiveness and efficiency:

1. Except in the case of complaints, consider mailing the following to laboratories
before the scheduled survey date and request the laboratory to complete:

o Form HCFA-1513 or Form HCFA-855 as needed. (See §2005.) Consult the annual
laboratory registry or CLIA/OSCAR database to assist with determining whether the owner has had a
laboratory certificate revoked within the last 2 years;

o  Form HCFA-209 (personnel) with directions for completing or updating information,
adding new personnel or changes in positions or status; and

o  Form HCFA-116 (application) or SA form for updating or verifying tests, specialties,
and annual test volume performed.

2. Request the following information be accessible and retrievable at the time of survey:

o  Standard operating procedure manual with all test procedures (i.e., package inserts and
supplemental information, as necessary);

o Reference laboratories= client services manual, if applicable;
o Records of tests referred to other laboratories;

o  Personnel records including training, certificates, degrees, continuing education,
experience, duties/responsibilities, and changes;

o  Quality control records, including:

- Remedial action information;

- Statistical limits; and

- Instrument maintenance records.
o Proficiency testing (PT) reports, including:

- Test runs with PT results;

- Direct printouts; and '

- Remedial actions for unsatisfactory results.
o  Quality assurance plan and documentation;

o  Safety information;

o  Copy of application (Form HCFA-116) and any changes including annual test volume;
(See page C-17 for counting test.) and
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o  Patient testing records:

- Requisition (patient charts may be used);
- Work records (direct printouts); and
- Patient test reports (patient charts may be used).

C. Pre-Survey Preparation.--Prior to each survey, review the laboratory’s file, including the
CLIA database information and number of sites under its certificate, to determine the size of the survey team
and the expected time required for the survey. Scope and volume of testing and test complexity will
influence the amount of time needed to conduct the survey.

1. Personnel.--Include the completed or updated Form HCFA-209 in each survey package. Use
this information during the onsite survey to evaluate positions currently held by employees in accordance
with the requirements. Focus on new personnel since the last survey.

2. Services Offered.--Review the CLIA application, the list of tests and specialties, and
any correspondence from the laboratory to determine the complexity of tests performed. Ascertain whether
the laboratory has changed complexity of testing within specialties/subspecialties, or added
or deleted tests or services since the last survey.

3. PT.--Review PT records to ensure that the laboratory is enrolled and participating in an
approved program for each PT regulated analyte, specialty, and subspecialty for which testing is performed.
Note any unacceptable or unsatisfactory scores. Use this information to target particular tests for review
during the survey.

4.  File Review.--Evaluate the laboratory’s ability to maintain compliance between surveys by
reviewing its file for:

o  Previous survey results and plans of correction, noting patterns, number, and nature of
deficiencies, and dates of correction;

' o  Enforcementaction(s) taken or in progress, i.e., limitations of the certificate or voluntary
withdrawal of a specialty, subspecialty, or analyte/test due to unsuccessful proficiency testing or loss of
qualified personnel; and

o Complaint allegations noting frequency, significance, severity and, if substantiated, the
resolution;

II. ENTRANCE INTERVIEW

The entrance interview sets the tone for the entire survey. Be prepared, courteous, and make requests, not
demands. Upon arrival, the surveyor presents the appropriate identification, introduces other team members,
informs the facility=s administrator, director, or supervisor of the purpose of the survey, the time schedule,
and explains the survey process. Identify a contact person and establish a communication level based on the
degree of technical knowledge of the contact person. .

If the laboratory consists of multiple testing sites, verify all information concerning testing performed at
each site. If one or more sites does not meet the multiple site exceptions in the regulations (42 CFR
493.35(b)), explain the reason and have the administrator/director complete Form HCFA-116 for each
applicable site. (See page C-18 for conducting surveys of multiple testing sites under one certificate.)

C-6 Rev. 7



03-99 SURVEY PROCEDURES - LABORATORIES

Inform the laboratory that the survey will include a tour of the facility, record reviews, observations, and
interviews with personnel involved in the pre-analytic, analytic, and post-analytic processes. Establish
personnel availability and discuss approximate time frames for survey completion. Determine whether the
deficiencies, when identified, are to be discussed with testing personnel, and explain that an exit conference
may be held to discuss survey findings. Refer to Chapter 6, §§6124 and 6126 for additional information
regarding exit conferences.

Request that the laboratory collect any documents, records, or information that may be needed to complete
the survey, and solicit and answer any questions the laboratory may have concerning the survey process.

III. INFORMATION GATHERING

The techniques for information gathering include observation, interviews, and record review and are usually
performed concurrently. The information gathering process is critical in the assessment of quality
laboratory testing. Evaluate the laboratory’s operations without being excessive. As each laboratory is
unique in the services offered, the order of gathering information may be different for each survey. The
timing for observing testing and the availability of staff for interview may determine the sequence of the
survey.

Consider the laboratory’s compliance history (deficient practices and Plans of Correction). Verify the
correction and continued compliance with all previously cited deficiencies. Pay particular attention to
deficiencies that the laboratory has failed to correct. Refer to enforcement requirements in 42 CFR Part 493,
Subpart R.

A. Organizing the Survey.--Consider the following variables when making determinations for
organizing the survey and the areas to be reviewed:

o  Purpose of the Survey:

- Initial or recertification (refer to § §6112-6114 regarding CLIA recertification
using the Alternative Quality Assessment Survey (AQAS));

- Complaint;

- Follow-up;

- Validation; and/or

- AQAS verification (refer to '6114).
o  Pre-survey Information:

- Problematic PT;

- Previous survey deficiencies; and/or

- Complaints.
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o  Size and Organization of the Laboratory:
- Type of instruments/test procedures;
- Number of supervisors;
- Number of testing personnel;
- Number of testing sites;
- Number of shifts that testing is performed;
- Scheduling of testing (e.g., Stat, daily, weekly);
- Number of specialties/subspecialties;
- Record availability; and/or
- Types of patients/clients served.

B. Observation of Facilities and Processes.--Observe the laboratory=s physical layout. These
observations should include specimen collection and processing, "prep" and clean-up areas, testing and
reporting areas, and storerooms. Whenever possible, observe specimen processing and test performance,
noting information which would precipitate revisiting an area, interviewing personnel, or requesting records

for review. Observe and verify that reagents, kits, and equipment correlate with test menu and clients
served. Also observe whether staffing appears adequate for test volume.

The RO and/or the SA schedules the survey date/time to observe personnel performing specimen processing,
testing, and reporting of results in each specialty/subspecialty of service. Ifit is not possible to observe, the
surveyor asks for a verbal walk-through of the procedure. Do not distract staff when observing operations
and personnel activities.
Focus observations on:

0o  Specimen integrity;

o  Quality control performance;

o  Skills and knowledge of personnel regarding:

Performance of testing;

Evaluation of test results;

Identification and resolution of problems; and

Interactions with supervisory personnel.
At all times respect patient privacy and do not interfere with patient care and confidentiality.

C. Interviews.--Note the personnel performing the pre-analytic, analytic, and post-analytic phases of
the testing process. Interview staff to confirm observations and obtain additional information, as necessary.
Ask open ended questions, e.g., probes from the guidelines, and wait for answers to each question. If
necessary, repeat or restate the response given by the staff to confirm what was said. During the interview
of personnel, evaluate their knowledge and skills for performing
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tests, identifying problems and the methods for corrective and remedial actions. Interviews should include
as many staff members as necessary to form a judgement as to the ability of staff to perform their duties.
Handle all staff or individual allegations of problems as complaints. Determine, as best as possible, the
validity of the allegations prior to leaving the laboratory. Do not cite services considered deficient by
individuals or staff without verification. Conduct a follow-up investigation, if appropriate, of serious
allegations that cannot be substantiated during the present survey, e.g., falsified test results or referral of PT
specimens to another laboratory for testing.

D. Record Review.--Gather relevant information that will reflect the laboratory’s ability to provide
quality testing from all areas of the laboratory including records encompassing the time period since the last
certification survey. Determine all new tests, new test methods, and new equipment since the prior survey
and include as many of these factors as possible when reviewing laboratory records. The amount of records
selected and reviewed is not intended to be statistically valid, but rather a representative cross-section of
various records. Avoid predictable patterns of gathering information (e.g., same tests or time periods). Do
not allow the laboratory to select the records for review. Consider the types of clients and/or facilities that
the laboratory serves, e.g., nursing homes, pediatric, dialysis units, public health clinics, cancer clinics, and
routine physicals. Choose a variety of patient records across the laboratory’s spectrum of clients. When test
information must be gathered from medical records, be considerate when handling these records, as they
contain confidential information. If possible, review medical records in the presence of office or laboratory
personnel and with consideration to confidentiality.

Review a cross-section of information selected from records of QA. The QA portion of the regulations in 42
CFR Part 493, Subpart P, delineates the laboratory’s responsibility for performing its own internal reviews.
This is an excellent starting point for an outcome-oriented survey. Review a cross-section of information
simultaneously assessing the laboratory’s ability to provide quality test results as well as its ability to
identify and correct problems. Refer to the QA portion of the regulations as a guide for organizing your
selection and review of information to assess the laboratory’s overall compliance with the requirement of
PT, patient test management, QC, and personnel. Investigate further any test areas identified as a problem
but not addressed by the laboratory’s QA program. If the laboratory is failing to monitor (or effectively
monitor) its own systems and correct its problems, you can direct the laboratory to the requirements and the
relevant sections for its particular setting.

Assure that reviews of PT, QC, personnel, and patient test management include the following:

1. PT.--Verify the laboratory is appropriately enrolled and participates in a HCFA approved PT
program(s) for each specialty, subspecialty, analyte, and/or test for which the laboratory performs testing.

If the laboratory has unacceptable analyte/test results or unsatisfactory performance in specialties or
subspecialties since the last survey, review the specific record, corrective action, and any other data such as
education and training of staff associated with PT remediation. Include patient test results which were
assayed in the same run as the failed PT in the review. In addition:

o Verify that the Ilaboratory has reported results under the appropriate
methodology/instrumentation used for test performance, e.g., automated vs. manual hematology;

o  Verify the laboratory’s records of in-house testing of PT sample with test results
reported to the PT program;

o  Verify that PT samples were handled, to the extent practical, in the same manner as
patient samples; and

o  Determine for tests where there is no PT available, that the laboratory verifies the
accuracy of that test at least twice a year.
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2. QC.--Review QC practices and evaluate whether the laboratory is following its own QC
protocols or those procedures specified by the manufacturer. Review QC results, including outliers, shifts
and trends, and corrective actions taken, when necessary.

Correlate reported patient test data with QC data and/or QA records to ensure proper performance and
documentation of controls performed on the day of testing. Review original test data (instrument printouts
or computer files). Verify that patient results have not been reported when QC data was unacceptable
according to the laboratory’s protocol.
Consider the following:

o  Paying particular attention to new methodologies and equipment;

o  QC and calibration materials used;

o  Source and availability of QC limits; and

o  Evaluation and monitoring of QC data.

3. Personnel.--The scope of the review of personnel records (qualifications, training, and

competency) will be related to the type of survey, type of testing performed, and the observations and
findings of the survey. For initial CLIA certification surveys, evaluate the qualifications of each laboratory

director, technical consultant, technical supervisor, clinical consultant, general and cytology supervisor, and
cytotechnologist. Evaluate the qualifications of a cross-section of testing personnel.

For CLIA recertification surveys, it is not necessary to review personnel records of individuals previously
evaluated unless there have been changes in the individual's position since the last survey. Focus on each
new laboratory director, technical consultant, technical supervisor, clinical consultant, general and cytology
supervisor, and cytotechnologist. Refer to Subpart M of Appendix C for additional information concerning
personnel training, experiences, competency, and qualifications.

4. Patient Test Management.--Using the patient test requisitions, test results, and test reports or,
as applicable, patient charts, review all phases of the laboratory=s testing processes, including instructions
for specimen storage. If pos51ble when reviewing individual patient test results, correlate test requisition(s)
or medical record information with final report(s). Refer to Subpart P of Appendlx C for guidance in
reviewing and correlating patient test results. Consider:

o Reviewing a cross-section of patient test results encompassing all specialties and
subspecialties of testing performed in the laboratory in sufficient numbers to determine if results vary
significantly from expected population norms;

o  The patient population serviced by the laboratory, e.g., geriatrics, public health clinics,
dialysis units, health fairs, and hospitals, when reviewing test results;

o Examining worksheets or instrument printouts, looking for outliers, trends, etc.,
when tests are performed in batches;

o Reviewing several worksheets, instrument printouts, or medical records over time for
tests performed at random; and

o  Closely scrutinizing test results that are disproportionately abnormal or normal.
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IV. ASSESSING OUTCOME OR POTENTIAL OUTCOME

If the information gathered indicates that the laboratory has established, implemented, and maintained
appropriate ongoing mechanisms for monitoring, evaluating, and resolving any problems in its practices,
and your findings do not warrant a more in-depth review, conclude the survey. However, if you cannot
make an assessment of the laboratory’s performance based on the cross-section of information you
collected, it may be necessary to expand the cross-section (e.g., number of sites, observations, or number of
records). If your findings reveal potential problem areas with any test procedures, ensure the review is
sufficient in breadth and depth to substantiate whether a negative or potentially negative outcome exists. If
a problem or potential problem related to patient test results is found, determine the nature and seriousness
of the problem.

The survey process allows the freedom to increase or decrease the number and types of records reviewed,
the personnel interviewed, and the observations made as individual needs are identified.

Analyze your findings for the degree of severity, survey history, frequency of occurrence, impact on
delivery of services, i.e., accuracy, reliability, and timeliness of test results. One occurrence of a deficiency
directly related to a potential adverse impact on patient testing may be cited. On the other hand, some
preliminary findings may have so slight an impact on outcome that they do not warrant ea citation.

Refer to the following chart in assessing outcome. Refer to the next section for guidance in determining
regulatory compliance.

Preliminary
Findings

v

Is there a problem or potential problem
related to laboratory testing?
Rev.7

é 6 No Deficiency

Does or could the identified problem
negatively impact patient test No Actionable Deficiency*

results in any material way?
* Any condition level deficiency is an actionable deficiency.

Any standard level deficiency that has a negative impact

Is it regulatory? on patient test results is also an actionable deficiency.

) RO Consultation
Deficiency State Licensure
Other Federal
Regulations
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V. REGULATORY COMPLIANCE DECISION

After all necessary information has been collected and the outcome or potential outcome has been evaluated
to determine if a preliminary finding constitutes a deficiency, determine if it is a condition level deficiency.
Review the findings and decide if additional information and/or documentation is necessary to substantiate a
deficient practice.

The number of deficiencies does not necessarily relate to whether or not a condition is found out of
compliance, but rather its impact or potential impact on the quality of laboratory services and the results
reported. Consider a condition out of compliance for one or more deficiencies if, in your judgment, the
deficiency(ies) constitutes a significant or a serious problem that adversely affects patient test results/patient
care, or has the potential for adversely affecting patient test results/patient care.

0. Determining Immediate Jeopardy.--Immediate jeopardy is defined in 42 CFR §493.2 as "a
situation in which immediate corrective action is necessary because the laboratory’s noncompliance with
one or more condition-level requirements has already caused, is causing, or is likely to cause, at any time,
serious injury or harm, or death, to individuals served by the laboratory or to the health or safety of the
general public. This term is synonymous with imminent and serious risk to human health and significant
hazard to the public health." (See 42 CFR, Subpart R, Enforcement Procedures.) Refer to the following chart
for guidance in determining regulatory compliance.

What is the seriousness of the
problem in relation to patient
outcome?

Serious Not Serious
v v
Are the problems regulatory? Are the problems regulatory?
Condition RO Consultation
Not Met State Licensure Condition Met
¢ g;}éirli?ggsral Cite Deficiencies No Deficiencies
Immediate
Jeopardy
No Other

Enforcement
Immediate
Jeopardy

Enforcement
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o  What is the seriousness of the problem in relation to patient outcome?
- Does the problem result in inaccurate test results?

- Does the problem result in a high probability of inaccurate test
results?

- Is the situation one in which immediate corrective action is necessary because the
laboratory's noncompliance has already caused or is likely to cause serious injury, harm, or death to
individuals served by the laboratory or to the health or safety of the general public?

o  What are the regulatory considerations?

- Are regulatory deficiencies identified?

- Do the deficiencies pose an immediate jeopardy to patient health and welfare?

- Do the deficiencies warrant removal of a certificate?

- Is there an option for other enforcement remedies?

VI. EXIT CONFERENCE

The purpose of the exit conference is to review your findings with the laboratory and is not meant to be all
inclusive. It is the continuation of the educational survey process and the beginning of due process where
laboratories have the first opportunity to present additional information in response to the findings.

If immediate jeopardy or condition-level deficiencies are identified, inform the laboratory of the scope of the
problem(s)/finding(s) and indicate that they are not final and are subject to review. Consider the following

when conducting an exit conference:

o  Conduct the exit conference with the facility’s administrator, director, consultant, or supervisor,
and/or other invited staff;

o  Describe the requirements that are not in compliance and the findings that substantiate these
deficiencies;

o  Provide the laboratory an opportunity to discuss and provide additional information regarding
deficiencies. It is the laboratory’s responsibility to determine the corrective action(s) necessary to remedy
the problem(s);

o  Provide instructions and the time frame necessary for submitting a plan of correction as referenced
in Chapter 6, §6130;

o  Referto Chapter 6, §6126 for additional information on the exit conference including the presence
of counsel, taping of the exit conference, and situations that would justify refusal to conduct or continue an
exit conference. If a tape is made of the exit conference, get a copy before you leave;

o Inform the facility of your intended recommendation to the RO to certify, recertify, or deny
certification of the laboratory; and

o  Atthe exit interview, inform the laboratory (director/administrator/supervisor) of changes
in test volumes which may result in fee changes.
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The appropriate representative of the laboratory (i.e., laboratory director or designee) should initial the
changed total volume on Form HCFA-116 (CLIA application) or Form HCFA-1557 (laboratory survey
report) as written attestation to the accuracy of the information supplied.

VII. DEVELOPMENT OF THE STATEMENT OF DEFICIENCIES

Choose the most appropriate regulatory citation when documenting a deficiency. Since the outcome-
oriented survey process begins with your review of the laboratory’s QA program (for its completeness and
incorporation into the day-to-day operations of the laboratory), the status of the QA program will be
instrumental when deciding where to cite deficiencies. If deficient practices are a result of failure of the
laboratory to properly monitor an area, cite the deficiency in the QA area. If deficient practices are more
basic or systemic, such as failure of the laboratory to perform or perform correctly certain tasks or
requirements, then cite the deficiency in the specific area of the regulation such as personnel, QC, or patient
test management. Supporting information for documenting deficiencies should be complete, clear, and
concise. Write the deficiency statement in terms which allow a reasonably knowledgeable person to
understand the aspects of the requirements that are not met. Avoid writing the same deficiency in several
places. Write your statement of evidence following the format described in the Principles of
Documentation.

For any cited deficiency in patient test management, general QC, and QA, Automated Survey Processing
Environment (ASPEN) will request that you list the appropriate specialty or subspecialty identifier code(s)
for each D-tag. Use the list provided on Form HCFA-1557 that identifies the code number for each
specialty and subspecialty (e.g., hematology § 400). This is applicable to standard and condition-level
deficiencies.

A. Conditions Out of Compliance in Patient Test Management, Personnel, or QA.--If you have
determined that deficiencies exist within the condition(s) of patient test management, personnel, and/or QA
that are significant and have potential for, or adversely affect patient testing, cite the most appropriate
condition not met.

B. General QC vs. Specialties/Subspecialties.--The QC regulations are established according to
moderate and high complexity testing. 42 CFR 493.1202 separates the QC requirements of moderate and
high complexity testing as follows:

o 42 CFR 493.1202(a) lists the requirements for all high complexity tests;

o 42 CFR 493.1202(b) lists the requirements for moderate complexity tests that have been
modified or are not approved through a Food and Drug Administration (FDA) process (i.e., the QC
requirements for high complexity testing apply while the requirements for personnel are moderate); and

o 42 CFR 493.1202(c) lists the requirements for all non-modified moderate complexity
tests approved by the FDA.

The areas provided in §1202(a) and (b) do not have D-tags and cannot be used for citing deficiencies.
Deficiencies can be cited at the tagged areas under §1202(c) for moderate complexity testing.
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The following indicates the regulatory approach to citing QC deficiencies. First review the D-tags under the
appropriate specialty/subspecialty. If an appropriate tag is not available in the specialty/subspecialty area,
use an appropriate D-tag in general QC. See below for guidance.

Specialty or Subspecialty
QC 42 CFR 493.1223-1285
D-tags D4188-4512

General QC General QC

Moderate (non-modified) Complexity Testing High Complexity/

42 CFR 493.1202(c)(1-7) Moderate/In-House
D-tags 4001-4006 & 4173-4181 42 CFR 493.1204-1221

D-tags 4012-4185

C. Citing Condition-Level Deficiencies in QC.--Review the condition statements at the general QC
section of the regulation and at each specialty and subspecialty. Each statement includes the requirements
that must be met for that particular condition to be met.

o  General QC - The laboratory must meet the requirements at 42 CFR 493.1202-1221.

o  Specialties/Subspecialties - The laboratory must meet the requirements of each
specialty/subspecialty (ex. Hematology, 42 CFR 493.1253) in addition to any applicable parts of general
QC. (42 CFR 493.1202-1221).

NOTE: General QC includes only those requirements at 42 CFR 493.1202-1221, but the conditions at the
specialties and subspecialties include both the requirements in the specific specialty or
subspecialty and those of general QC.

When a standard level deficiency(ies) is of a serious nature, and you determine that the condition is out of
compliance, write the condition-level deficiency at the particular specialty or subspecialty using the format
shown in the Principles of Documentation.

Use general QC only when the deficient practice(s) is pervasive throughout the laboratory and correction is
necessary for testing to continue in any specialty or subspecialty of the laboratory. As stated in the
Principles of Documentation, the deficiencies that are determined to cause a condition to be out of
compliance must all be corrected before the condition can be marked back in compliance. When citing the
condition of general QC out of compliance, ASPEN will request the specialty and/or subspecialty
identifying code(s) and whether the condition is for moderate complexity testing, high complexity testing or
both. The identifying specialty/subspecialty codes can be found on Form HCFA-1557 (e.g., routine
chemistry - 310).

EXAMPLE - A laboratory has deficiencies in bacteriology under D-tags at the bacteriology specialty
location (42 CFR 493.1223) as well as in general QC [42 CFR 493.1202(c)(1) (7)] and chemistry
deficiencies under D-tags in general QC [42 CFR 493.1202(¢)(1) (7)7]. The surveyor determines that
the deficiencies in both areas constitute condition-level noncompliance. The surveyor must write the
condition of bacteriology out of compliance (42 CFR 493.1227) based on the deficiencies cited in the
bacteriology specialty area (42 CFR 493.1227) and the D-tags in general QC at [42 CFR
493.1202(c)(1)(7)]. The surveyor must write the condition of chemistry out of compliance based on
chemistry deficiencies cited in the general QC area [42 CFR 493.1202(c)1-7]. Even though the D-tags
used to determine the condition-level noncompliance in chemistry are cited in general QC, the
appropriate condition to mark out of compliance is the applicable subspecialty of chemistry (42 CFR
493.1245, 1247, 1249 or 1251).
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Since the condition of general QC includes only those requirements at 42 CFR 493.1202-1221, citing the
condition of general QC out of compliance for this example would require the laboratory to correct only
those deficiencies cited in general QC (in this example part of the bacteriology deficiencies and all of the
chemistry deficiencies). When the two specialty conditions are marked out of compliance, the laboratory
can choose to correct one specialty without the other and the SA can recommend an adverse action to limit
the certificate for the one specialty that has been corrected. If the surveyor had cited the condition of
general QC out of compliance using the deficiencies in the example, and the laboratory had only corrected
one of the specialty areas, the adverse action would have to be taken against the entire certificate
(laboratory) and not just the specialty. Use the condition of general QC only when the deficiencies are
pervasive throughout the laboratory and correction must be made for the laboratory to continue testing in
any specialty. One example of appropriate use of the condition of general quality control would be a
laboratory lacking electricity necessary for all areas of testing offered.
VIII. SURVEY REPORT DOCUMENTATION AND DATA ENTRY
Following each survey, as applicable, complete the following additional documentation. This information
remains in the official file, either at the SA or RO. Also include Forms HCFA-209 and HCFA-1513
(completed by the laboratory) in the official file.
As applicable, complete the following:

Form HCFA-1557, Survey Report Form (CLIA);

Form HCFA-462A/B, CLIA Adverse Action Extract;

Form HCFA-2567, Statement of Deficiencies and Plan of Correction;

Form HCFA-2567B, Post Certification Revisit Report;

Form HCFA-1539, Certification and Transmittal;

Form HCFA-670, Survey Team Composition and Workload Report;

Form HCFA-282, Blood Bank Inspection Checklist and Report; and

Form HCFA-562, Medicare/Medicaid/CLIA Complaint Form.
Following the survey, enter into the CLIA/OSCAR/ODIE data system(s) any revisions, additions, or
deletions to the application (Form HCFA-116) information. Refer to the CLIA Systems Users Guide for
specific information and instruction. Enter into the ODIE data system the Certification Kit, which consists
of:

Form HCFA-1539, Certification and Transmittal,;

Form HCFA-1557, Survey Report Form (CLIA) - pages 1 and 2;

Form HCFA-2567, Statement of Deficiencies and Plan of Correction; and

Form HCFA-670, Survey Team Composition and Workload Report.
Enter into the CLIA/OSCAR data system, when applicable:

Form HCFA-462A/B, CLIA Adverse Action Extract; and

Form HCFA-562, Medicare/Medicaid/CLIA Complaint Form.
C-16 Rev. 7
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IX. ADDITIONAL INFORMATION
COUNTING TESTS

Total annual volume for waived tests, if any, should be recorded on the CLIA application (Form HCFA-116)
in the waived testing section. The total annual volume for nonwaived tests, including PPM procedures,
should be reported on the form in the Nonwaived Testing section by specialty and subspecialty. Only tests
that are ordered and reported should be included in the laboratory's test volume(s). Calculations (e.g., A/G
ratio, MCH, MCHC, HCT, and T7), QC, QA, and PT assays should not be counted.

o  For chemistry tests, each non-calculated analyte is counted separately (e.g., SMA-18
profile equals 18 tests).

o  For complete blood counts, each measured individual analyte that is ordered and reported
is counted separately. Differentials count as one test.

o  Forurinalysis, microscopic and macroscopic examinations, each count as one test. Macroscopics
(dipsticks) are counted as one test regardless of the number of reagent pads on the strip.

o  For microbiology, susceptibility testing is counted as one test per group of antibiotics used
to determine sensitivity for one organism. Cultures are counted as one per test request from each specimen
regardless of the extent of identification, number of organisms isolated, and number of tests/procedures
required for identification. Each gram stain or acid fast bacteria (AFB) smear requested from the primary
source is counted as one. For example, if a sputum specimen has a routine bacteriology culture and gram
stain, a mycology test, and an AFB smear and culture ordered, this would be counted as five tests. For
parasitology, the direct smear and the concentration and prepared slide are counted as one test.

o  Testing for allergens should be counted as one test per individual allergen.
o  For gynecologic and nongynecologic cytology, each slide (not case) is counted as one test.

o  Forimmunohematology each ABO, Rh, antibody screen, cross match, or antibody identification is
counted as one test.

o  For histocompatibility, each HLA typing (including disease associated antigens) is counted as one
test, each HLA antibody screen is counted as one test and each HLA cross match is counted as one test.

o  For histopathology, each block (not slide) is counted as one test. Autopsy services are
not included. For those laboratories that perform special stains on histology slides, the test volume is
determined by adding the number of special stains performed on slides to the total number of specimen
blocks prepared by the laboratory.

o  For cytogenetics, the number of tests is determined by the number of specimen types processed on

each patient (i.e., a bone marrow and a venous blood specimen received on one patient are counted as two
tests).
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CONDUCTING SURVEYS OF PARTIALLY ACCREDITED SPECIALTIES/SUBSPECIALTIES

A laboratory that has certain specialties/subspecialties that are certified by HCFA and other specialties that
are accredited by an approved accrediting organization is considered a partially accredited laboratory.
During the course of a survey of the HCF A-certified specialties, a finding in an accredited specialty may be
observed. Contact the RO to ascertain whether such onsite findings are to be investigated as a complaint or
validation survey before initiating an evaluation of the finding(s) observed. The determination as to whether
the finding(s) would be investigated as a complaint or a validation survey may depend on when the
accrediting organization conducted a survey. Refer to Chapter 6 for specific policy and mstructions related
to surveys for complaint and/or validation investigations.

CONDUCTING SURVEYS OF MULTIPLE TESTING SITES UNDER ONE CERTIFICATE

A. As specified in 42 CFR Part 493, all not-for-profit or State or local government laboratories
engaged in limited public health testing and certified under a single certificate must meet all applicable
requirements of 42 CFR Part 493. Each location is subject to a survey, although not every location may be
included in the cross-section of information gathered during the current certification survey period. Ifthere
is a central or primary location, include it in the initial CLIA certification survey. Select a representative
portion of the remaining locations for onsite survey.

Select sites for the survey based on:
o  Types of testing performed;

‘ ~ o Types of clients and/or facilities served, e.g., pediatric, geriatric,
residential/emergency care, or health assessment screens;

o  Location(s) participating in PT; and

o  Problems or complaints identified either at the central or primary location, or other testing
sites.

B. In a hospital, laboratory testing sites under one certificate should be inspected using the
criteria listed above.

C. Temporary testing sites, including mobile units, should be inspected using the criteria listed in A
above. Refer to the '6034 to assist with determining what constitutes a mobile unit. Every effort should be
made to schedule the survey to coincide with testing at temporary locations.

Many Home Health Agencies (HHAs) may have fallen under the exception contained in the CLIA
regulations for not-for-profit or government entities involved in limited public health testing. HHAs may
also fall under the CLIA certification exception for laboratories with temporary testing locations. Refer to
Transmittal Number 98-1 (Program Memorandum, State Survey Agencies) to assist with determining (on a
case-by-case basis) whether or not a Medicare HHA actually qualifies to have multiple testing sites under a
single CLIA certificate.

A laboratory having multiple sites under one certificate is required to enroll in only one PT program(s) for
each specialty/subspecialty/analyte tested under that certificate even though the same analyte may be tested
at multiple locations using different test systems, methodologies, or personnel.

Assure that PT records indicate the location at which the tests were performed, and that all other locations
have been compared with the system selected for PT, as specified in 42 CFR 493.1709.

A condition may be considered out of compliance for deficiencies found at one or more locations.
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CONDUCTING SURVEYS OF WAIVED TESTS

In any laboratory holding a CLIA certificate, waived tests are not subject to routine survey. A survey of
waived tests may be conducted only when authorized by the RO:

o To collect information on waived tests;
o Ifacomplaint is alleged; or

. o Ifyou have information that the performance of such tests poses a situation of immediate
jeopardy.

CONDUCTING SURVEYS OF CERTIFICATE FOR PPM PROCEDURES

If a laboratory holds a Certificate for PPM procedures, do not conduct a certification or recertification
survey of these facilities. However, a survey may be conducted as specified in 42 CFR Part 493, Subpart Q
(i.e., randomly to determine whether the laboratory is performing tests in addition to those listed as PPM
procedures or waived tests, to collect information regarding the appropriateness of tests specified as PPM, to
determine that testing is being performed or the laboratory is being operated in a manner that does not
constitute an imminent and serious risk to the public, and to investigate complaints). When performing a
survey of PPM procedures, the appropriate requirements in 42 CFR Part 493 Subparts H, J, K, M, P and Q

apply.
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C-226 D6110 - Deleted tag, added text to D6109

C-248 D6120 D6120 Added (8) to tag
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C-271 - D8050 New tag (HSQ-202)
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C-275 - - Corrected D-tag cross-reference in surveyor
guidelines
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Subpart A - General Provisions

§493.1 Basis and scope.

This part sets forth the conditions that
all laboratories must meet to be
certified to perform testing on human
specimens under the Clinical
Laboratory Improvement Amendments
of 1988 (CLIA). It implements
sections 1861(e) and (j), the sentence
following section 1861(s)(13), and
1902(a)(9) of the Social Security Act,
and section 353 of the Public Health
Service Act. This part applies to all
laboratories as defined under
"laboratory" in §493.2 of this part.
This part also applies to laboratories
seeking payment under the Medicare
and Medicaid programs. The
requirements are the same for Medicare
approval as for CLIA certification.

§493.2 Definitions.

As used in this part--

Accredited institution means a school
or program which--

(a) Admits as regular student only
persons having a certificate of
graduation from a school providing
secondary education, or the recognized
equivalent of such certificate;

(b) Is legally authorized within the
State to provide a program of education
beyond secondary education;

(c) Provides an educational program
for which it awards a bachelor's degree
or provides not less than a 2-year
program which is acceptable toward
such a degree, or provides an
educational program for which it
awards a master's or doctoral degree;

§493.2(d) Guidelines:

An accrediting agency approved by the Secretary means a school or program which is approved by: (1) The
Council of Medical Education of the American Medical Association (AMA); (2) One of the six regional
accreditation programs listed in the latest edition of Education Directory, Colleges and Universities, printed
by HHS Education Division (New England Association of Schools and Colleges, Southern Association of
Colleges and Schools, Northwest Association of Schools and Colleges, North Central Association of
Colleges and Schools, Middle States Association of Colleges and Secondary Schools, and Western
Association of Schools and Colleges); (3) New York Board of Regents, Albany, New York; or (4) National
Association of Trade and Technical Schools, Accrediting Commission, 2021 L Street, N.W., Washington,
D.C. 20036. Schools approved by any of these agencies or associations are listed in the Education
Directory referred to above. AMA schools are also listed in the Allied Medical Education Directory which
may be obtained from the AMA order department, 535 North Dearborn, Chicago, Illinois 60610. The
annual guide issue of the Journal of the American Hospital Association also lists these schools. In
administering this section of the regulations, it must be understood that individuals qualify by completing
their training in an accredited school at a time when the school is accredited. If there is any question about
the accreditation status of the school, contact the accrediting agency involved. If there is an issue
concerning the confirming of a particular degree by an institution, contact the school involved for a
decision.
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(d) Is accredited by a nationally recognized
accrediting agency or association.

This definition includes any foreign
institution of higher education that HHS or
its designee determines meets substantially
equivalent requirements.

of the publication of these guidelines:

Center for Applied Research,
Evaluation & Education, Inc.
P.O. Box 20348

Analyte means a substance or constituent
for which the laboratory conducts testing.

Long Beach, CA90801
Phone: 213-430-1105

Authorized person means an individual
authorized under State law to order tests or
receive test results, or both.

Educational Credential
Evaluators, Inc.
P.O. Box 17499

Challenge means, for quantitative tests, an
assessment of the amount of substance or
analyte Fresent or measured in a sample.
For qualitative tests, a challenge means the
determination of the presence or the
absence of an analyte, organism, or
substance in a sample.

Milwaukee, WI153217-0499
Phone: 414-964-0477
Fax: 414-964-8291

Education Evaluators
International, Inc.
P.O. Box 5397

CLIA means the Clinical Laboratory
Improvement Amendments of 1988.

Los Alamitos, CA90721
Phone: 213-431-2187
Fax: 213-493-5021

CLIA certificate means any of the
following types of certificates issued by
HCFA or its agent:

(1) Certificate means a certificate issued to
a laboratory after an inspection that finds
the laboratory in compliance with all
applicable condition level requirements, or
reissued before the expiration date, pending
an appeal, in accordance with §493.630,
when an inspection has found the
laboratory to be out of compliance with one
or more condition level requirements.

(2) Certificate for physician-performed
microscopy procedures means a certificate
issued or reissued, pending an appeal, in
accordance with §463.630, to a

Education International
29 Denton Road
Wellesley, MA02181
Phone: 617-235-7425
Fax: 617-235-6831

Foreign Academic
Credentials Service, Inc.
P.O. Box 367

Glen Carbon, 1162034
Phone: 618-288-5892

Equivalency evaluations for foreign academic credentials will be performed by any organization that is a member of
the National Association of Credential Evaluations Services, Inc. (NACES). The following are members of NACES as

Foundation for International
Services, Inc.

3123 Eastlake Avenue East

Seattle, WA98102-3875

Phone: 206-328-0260

Fax: 206-726-0528

International Consultants
of Delaware, Inc.
109 Barksdale Prof. Center
Newark, DE19711
Phone: 302-737-8715

Fax: 302-737-8756

International Education
Research Foundation, Inc.
P.O. Box 66940
Los Angeles, CA90066
Phone: 213-390-6276
Fax: 213-397-7686

Josef Silny & Associates
International Educational
Consultants
P.O. Box 248233
Coral Gables, FL33124
Phone: 305-596-4580

World Education Services, Inc.
P.O. Box 745
New York, NY10113-0745
Phone: 212-966-6311
Fax: 212-966-6395
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laboratory in which a physician
{Jerforms only the microscopy tests
isted in §493.16(b), or issued or
reissued to a laboratory in which a
physician performs microscopy tests and
waived tests as listed in §493.15(c).
(3) Certificate of accreditation means a
certificate issued on the basis of the
laboratory's accreditation by an
accreditation organization approved by
HCFA, (indicating that the a%oratory is
deemed to meet applicable CLIA
requirements) or reissued before the
expiration date, pending an appeal, in
accordance with §493.632, when a
validation or complaint survey has
found the labortory to be noncompliant
with one or more CLIA conditions.
(4) Certificate of registration or
registration certificate means a
certificate issued or reissued, pending an
appeal, in accordance with §493.626, to
an entity that is not qualified to receive a
certificate of waiver or certificate for
physician-performed microscopy
procedures, that enables the entity to
conduct moderate or high complexity
laboratory testing until the entity is
determined to be in compliance through
a survey by HCFA, its agent, or the
State; is accredited by an approved
accreditation organization; or becomes
exempt from CLIA by virtue of it being
licensed by a State with a HCFA-
approved laboratory licensure program.
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(5) Certificate of waiver means a
certificate issued or reissued, pending
an appeal, in accordance with
§493.631, to a laboratory to perform
only the waived tests listed at
§493.15(c).

CLIA-exempt laboratory means a
licensed laboratory in a State whose
licensure program is approved by
HCFA and is exempt from CLIA
requirements (i.c., State-exempt).

HHS means the Department of Health
and Human Services, or its designee.

Kit means all components of a test that
are packaged together.

Laboratory means a facility for the
biological, microbiological,
serological, chemical,
immunohematological, hematological,
biophysical, cytological, pathological,
or other examination of materials
derived from the human body for the
purpose of providing information for
the diagnosis, prevention, or treatment
of any disease or impairment of, or the
assessment of the health of, human
beings. These examinations also
include procedures to determine,
measure, or otherwise describe the
presence or absence of various
substances or organisms in the body.
Facilities only collecting or preparing
specimens (or both) or only serving as
a mailing service and not performing
testing are not considered laboratories.

493.1258(a)(1)-(4).

Currently, in-vivo and externally attached patient dedicated monitoring devices, e.g., as pulse oximetry,
SvO2 pulmonary artery catheters, capnographs, are not subject to CLIA. Should it be determined at a later
date that they are subject to CLIA, proper notice and opportunity for public comment will be provided.

Tissue embedding, sectioning, and staining in Pathology are considered part of specimen preparation, not a
laboratory test, and do not fall under CLIA. Macroscopic (gross) examinations of specimens must be
ﬁerformed by an individual qualified under §493.1449(1)(1). However, the laboratory that interprets

istopathology and oral pathology slide preparations must ensure that a control slide is included with each
slide or group of slides for differential or special stains as required under §§493.1258 and 493.1261. Also,
laboratories that screen or interpret cytopathology slides are responsible for ensuring that cytology slides are
stained and/or prepared in compliance with applicable requirements at §§493.1218(f)(2) and
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Performance characteristic means a
property of a test that is used to describe
its quality, e.g., accuracy, precision,
analytical sensitivity, analytical
specificity, reportable range, reference
range, etc.

Performance specification means a value
or range of values for a performance
characteristic, established or verified by
the laboratory, that is used to describe
the quality of patient test results.

Physician means an individual with a
doctor of medicine, doctor of
osteopathy, doctor of podiatric
medicine, or equivalent degree who is
licensed by the State to practice
medicine or podiatry.

Referee laboratory means a laboratory
currently in compliance with applicable
CLIA requirements, that has had a
record of satisfactory proficiency testing
{Jerformance for all testing events for at
east one year for a specific test, analyte,
subspecialty, or specialty and has been
designated by an HHS approved
{Jroﬁciency testing program as a referee

aboratory for analyzing proficiency
testing specimens for the purpose of
determining the correct response for the
specimens 1n a testing event for that
specific test, analyte, subspecialty, or
specialty.

Reference range means the range of test
values expected for a designated
population of individuals, e.g., 95
percent of individuals that are presumed
to be healthy (or normal).
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Sample in proficiency testing means the
material contained in a vial, on a slide, or
other unit that contains material to be tested
by proficiency testing program participants.
When possible, samples are of Irl)uman origin.

Target Value for quantitative tests means
either the mean of all participant responses
after removal of outliers (those responses
greater than 3 standard deviations from the
original mean) or the mean established by
definitive or reference methods acceptable
for use in the National Reference System for
the Clinical Laboratory (NRSCL) by the
National Committee for Clinical Laboratory
Standards (NCCLS). In instances where
definitive or reference methods are not
available or a specific method's results
demonstrate bias that is not observed with
actual patient specimens, as determined by a
defensible scientific protocol, a comparative
method or a method group ("peer" group)
may be used. If the method group is less than
10 participants, "target value" means the
overall mean after outlier removal (as
defined above) unless acceptable scientific
reasons are available to indicate that such an
evaluation is not appropriate.

Unsatisfactory proficiency testing
performance means failure to attain the
minimum satisfactory score for an analyte,
test, subspecialty, or specialty for a testing
event.
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Unsuccessful proficiency testing performance
means a failure to attain the minimum
satisfactory score for an analyte, test,
subspecialty, or specialty for two consecutive or
two of three consecutive testing events.
§493.3 Applicability.
(a) Basic rule. Except as specified in paragraph
(b) of this section, a]i) boratory will be cited as
out of compllance with section 353 of the Public
Health Service Act unless it--
(1) Has a current, unrevoked or unsuspended §493.3(b) Guidelines:
certificate of waiver, a registration certificate, a The purpose for which the test is conducted, not the test itself, determines whether a facility
certificate, or a certificate of accreditation conducting testing is subject to the CLIA requirements. Testing that is used to gather evidence for
issued by HHS applicable to the category of legal purposes, and is not performed for purposes of clinical treatment, medical diagnosis, health
examinations or procedures performed by the assessment or disease prevention is not subject to CLIA.
laboratory; or (2) Is CLIA-exempt.
For blood donor screening, the FDA requirements are product-related, while CLIA requirements
are donor/recipient-related. Tests such as hepatitis, HIV and syphilis serology, among others, are
- used in donor screening to assess the health of the person donating blood, one of the activities that
(b) Exception. These rules do not apply to come within the statutory definition of "laboratory". Therefore, the performance of these tests
components or functions of-- . must meet CLIA requirements.
(1) Any facility or component of a facility that
only performs testing fOT forensic purposes; Industrial laboratories that monitor employee health and test for drugs of abuse, insurance
(2) Research laboratories that test human company laboratories that assess an individual's health for insurance purposes, health maintenance
specimens but dp not report patient specific organizations, and other facilities such as pharmacies and health fairs that perform screening test
results for the diagnosis, prevention or treatment | procedures are also subject to CLIA requirements.
of any disease or impairment of, or the
assessment of the health of individual patients; Individuals who self-administer a test in their own home with a device that has been cleared
or . ) . specifically for home use by the FDA are not regulated under CLIA. To the extent that a home
(3) Laboratories certified by the National health agency (HHA) or hospice that is providing care in an individual's home is engaged solely in
Institutes on Drug Abuse (NIDA), in which drug | assisting an individual in performing a test, by virtue of that activity, CLIA requirements for the
testing is performed which meets NIDA HHA or hospice do not apply. However, an HHA or hospice that performs laboratory testing on
guidelines and regulations. However, all other individuals that meets the definition for laboratory testing in §493.2 is subject to CLIA
testing conducted by a NIDA-certified requirements.
laboratory is subject to this rule.
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(c) Federal laboratories. Laboratories
under the jurisdiction of an agency of the
Federal Government are subject to the
rules of this part, except that the Secretary
may modify the application of such
requirements as appropriate.

§493.3(c) Guidelines:

Refer to §6015 of the State Operations Manual (SOM) to assist in distinguishing which laboratories are

under the jurisdiction of the Federal government for purposes of inspecting for CLIA.

§493.10 Categories of tests by
complexity.

(a) Laboratory tests are categorized as
either--

(1) Waived tests;

(2) Tests of moderate complexity; or

(3) or Tests of high complexity.

(b) A laboratory may perform only waived
tests, only tests of moderate complexity,
only tests of high complexity or any
combination.

(c) Each laboratory must be either CLIA-
exempt or possess one of the following, as
defined in this part:

(1) Registration certificate;

(2) Certificate of waiver;

(3) Certificate; or

(4) Certificate of accreditation.

§493.15 Laboratories performing
waived tests.

(a) Requirement. Tests for certificate of
waiver must meet the descriptive criteria
specified in paragraph (b) of this section.

(b) Criteria. Test systems are simple
laboratory examinations and procedures
which--

(1) Are cleared by FDA for home use;
(2) Employ methodologies that are so
simple and accurate as to render the
likelihood of erroneous results negligible;
or
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(3) Pose no reasonable risk of harm to
the patient if the test is performed
incorrectly.
D1000 (c) Certificate of waiver tests. A §493.15(c) Guidelines:

laboratory may qualify for a certificate
of waiver under section 353 of the PHS
Act if it restricts the tests that it
erforms to one or more of the
ollowing tests or examinations (or
additional tests added to this list as
provided under paragraph (d) of this
section) and no others:
(1) Dipstick or Tablet Reagent
Urinalysis (non-automated) for the
following:

i) Bilirubin;

i1) Glucose;

ii1) Hemoglobin;

iv) Ketone;

v) Leukocytes;

vi) Nitrite;

vii) pH;

vii1) Protein;

ix) Specific gravity; and

x) Urobilinogen.

2) Fecal occult blood;

3) Ovulation tests--visual color
comparison tests for human luteinizing
hormone;

(4) Urine pregnancy tests - visual color
comparison tests;
(5) Erythrocyte sedimentation rate -non-
automated;
6) Hemo(%lobin - copper sulfate - non-
automated;
(7) Blood glucose by glucose
monitoring devices cleared by the FDA
sgeciﬁcal y for home use;

Spun microhematocrit; and

9) Hemoglobin by single analyte
instruments with self-contained or
component features to perform
zpemmen/reagent interaction, providing

irect measurement and readout.

Cite D1000 on the HCFA-2567 and solicit a Plan of Correction when a laboratory has failed to obtain a
registration certificate before performing and reporting patient results for tests not listed in §493.15.
Notify the RO of a possible action by the OIG iIf)

or cease non-waived testing.

the laboratory does not obtain the appropriate certificate
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(d) Revisions to criteria for test
categorization and the list of waived
tests.

HHS will determine whether a
laboratory test meets the criteria listed
under paragraph (b) of this section for a
waiveg test. Revisions to the list of
waived tests approved by HHS will be
published in the FEDERAL
REGISTER in a notice with
opportunity for comment.

D1001 (e) Laboratories eligible for a §493.15(e) Guidelines:
certificate of waiver must-- Tests listed on the waiver list in §493.15(c) are not subject to routine survey. A survey of waived tests may
%l) Follow manufacturers' instructions be conducted only when authorized by the RO in the following instances:
or performing the test; and 0 To collect information on waived tests;
; . 0 If a complaint is alleged; or
(2) Meet the requirements in Subpart 0 You have information that the performance of such tests poses a situation of immediate
B, Certificate of Waiver, of this part. jeopardy.

§493.16 Physician-performed Refer to §493.1775 for additional guidelines for inspecting laboratories issued a certificate of waiver.
microscopy procedures.

(a) Requirement. Procedures to be
categorized as physician-performed
microscopy procedures must meet the
criteria specified in paragraph (b) of
this section.

%b) Criteria. Procedures must meet the
ollowing specifications:

(1) The examination must be
personally performed by a physician
during the patient's visit on a specimen
obtained from his or her own patient or
from a patient of a group medical
practice of which the physician is a
member;

(2) The procedure must be categorized
as moderately comples;

(3) The primary instrument for
performing the test is the microscope;
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(4) The specimen is labile or delay in
performing the test could compromise the
accuracy of the test result;

(5) Control materials are not available to
monitor the entire testing process; and
(6) Limited specimen handling or
processing is required.

(c) Physician performed microscopy
examinations. A laboratory may qualify
to perform tests under this provision if it
restricts physician-performed microscopy
examinations to one or more of the
following procedures (or additional
procedures added to this list as provided
under paragraph (d) of this section),
waived tests and no others;

(1) Wet mounts, including preparation of
vaginal, cervical or skin specimens;

(2) All potassium hydroxide (KOH)
preparations;

(3) Pinworm examinations;

(4) Fern tests;

(5) Post-coital direct, qualitative
examinations of vaginal or cervical
mucous; and

(6) Urine sediment examinations.

(d) Revisions to criteria and the list of
physician-performed microscopy
procedures.

(1) The Clinical Laboratory Improvement
Advisory Committee (CLIAC) will
conduct reviews upon request of HHS
and recommend to HHS revisions to the
criteria for categorization of procedures.
(2) HHS will determine whether a
laboratory procedure meets the criteria
listed under paragraph (b) of this section
for a physician-performed microscopy

Rev. 259

05-93

C-31.1




INTERPRETIVE GUIDELINES - LABORATORIES

TAG
NUMBER

REGULATION

GUIDANCE TO SURVEYORS

procedure. Revisions to the list of
physician-performed microscopy
procedures proposed by HHS will be
published in the Federal Register as a
Notice with an opportunity for public
comment.

(e) Laboratories eligible for test
performance under the physician-
performed microscopy examination
provision must-

(1) Meet the applicable requirements in
subpart C, registration certificate,
certificate for physician-performed
microscopy procedures, and certificate,
subpart F, general administration, or if
applicable, subpart D, certificate of
accreditation, subpart H, participation in
proficiency testing, subpart J, patient test
management, subpart K, quality control,
and subpart P, quality assurance, of this

art.
?2) In lieu of the requirements contained in
subpart M, personnel, meet the following
requirements:
(i) The laboratory must have a director
who-
(A) Possesses a current license as a
laboratory director issued by the State in
which the laboratory is located, if such
licensing is required;
(B) Is a doctor of medicine, doctor of
osteopathy, or doctor of podiatry licensed
to practice medicine, osteopathﬁ/ or
{Jodiatry in the State in which the
aboratory is located; and
(C) Is responsible for ensuring that any
procedure listed in paragraph

¢) of this section is-

1) Personally performed by a physician
on a specimen from his
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or her own patient or from a patient of a
group medical practice of which the
physician is a member; and

(2) Performed in accordance with the
applicable requirements to subparts H, J,
K, and P or this part.

(i1) Any procedure listed under
paragraph (c) of this section must be
personally performed by a phyxician
during the patient visit on a specimen
from his or her own patient or from a
patient of group medical practice of
which the physician is a member.

(3) Be subject to inspection only under
the circumstances specified under
§493.1776 but are not routinely
inspected to determine compliance with
the requirements specified in paragraphs
(e)(1) and (2) of this section.

§493.17 Test categorization.

(a) Categorization by criteria. Notices
will be published in the FEDERAL
REGISTER which list each specific test
system, assay, and examination
categorized by complexity. Using the
seven criteria specified in this paragraph
for categorizing tests of moderate or
high complexity, each specific
laboratory test system, assay, and
examination will be graded for level of
complexity by assigning scores of 1, 2,
or 3 within each criteria. The score of
"1" indicates the lowest level of
complexity, and the score of "3"
indicates the highest level. These scores
will be totaled. Test systems, assays or
examinations receiving scores of 12 or
less will be categorized as moderate
complexity, while
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those receiving scores above 12 will be
categorized as high complexity.
NOTE: A score of "2" will be assigned
to a criteria heading when the
characteristics for a particular test are
intermediate between the descriptions
listed for scores of "1" and "3".

(1) Knowledge.

(1) Score 1.

(A) Minimal scientific and technical
knowledge is required to perform the
test; and

(B) Knowledge required to perform the
test may be obtained through on-the-job
instruction.

(i1) Score 3.

(A) Specialized scientific and technical
knowledge is essential to perform
preanalytic, analytic or postanalytic
phases of the testing.

(2) Training and experience.

(1) Score 1.

(A) Minimal training is required for
preanalytic, analytic and postanalytic
phases of the testing process; and

(B) Limited experience is required to
perform the test.

(i1) Score 3.

(A) Specialized training is essential to
perform the preanalytic, analytic or
postanalytic testing process; or

(B) Substantial experience may be
necessary for analytic test performance.
(3) Reagents and materials preparation.
(1) Score 1.

(A) Reagents and materials are generally
stable and reliable; and

(B) Reagents and materials are
prepackaged, or premeasured, or
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require no special handling, precautions
or storage conditions.

(i1) Score 3.

(A) Reagents and materials may be
labile and may require special handling
to assure reliability; or

(B) Reagents and materials preparation
may include manual steps such as
gravimetric or volumetric
measurements.

(4) Characteristics of operational steps.
(i) Score I. Operational steps are either
automatically executed (such as
pipetting, temperature monitoring, or

timing of steps), or are easily controlled.

(i1) Score 3. Operational steps in the
testing process require close monitoring
or control, and may require special
specimen preparation, precise
temperature control or timing of
procedural steps, accurate pipetting, or
extensive calculations.

(5) Calibration, quality control, and
proficiency testing materials.

(1) Score 1.

(A) Calibration materials are stable and
readily available;

(B) Quality control materials are stable
and readily available; and

(C) External proficiency testing
materials, when available, are stable.
(2) Score 3.

(A) Calibration materials, if available,
may be labile;

(B) Quality control materials may be
labile, or not available; or

(C) External proficiency testing
materials, if available, may be labile.
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(6) Test system troubleshooting and
equipment maintenance.

(1) Score 1.

(A) Test system troubleshooting is
automatic or self-correcting, or clearly
degcribed or requires minimal judgment;
an

(B) Equipment maintenance is provided
by the manufacturer, is seldom needed,
or can easily be performed.

(ii) Score 3.

(A) Troubleshooting is not automatic
and requires decision-making and direct
intervention to resolve most problems;
or

(B) Maintenance requires special
knowledge, skills, and abilities.

(7) Interpretation and judgment.

(1) Score 1.

(A) Minimal interpretation and
judgment are required to perform
preanalytic, analytic and postanalytic
processes; and

(B) Resolution of problems requires
limited independent interpretation and
judgment; and

(i1) Score 3.

(A) Extensive independent interpretation
and judgment are required to perform
the preanalytic, analytic or postanalytic
processes; and

(B) Resolution of problems requires
extensive interpretation and judgment.

(b) Revisions to the criteria for
categorization.

The Clinical Laboratory Improvement
Advisory Committee, as defined in
subpart T, will conduct reviews upon
request of HHS and recommend to HHS
revisions to the criteria for
categorization of tests.
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(c) Process for device/test categorization
utilizing the scoring system under
§493.17(a).

(1)(1) For new commercial test systems,
assays, or examinations, the
manufacturer, as part of its 510(k) and
PMA application to FDA, will submit
supporting data for device/test
categorization. FDA will determine the
complexity category, notify the
manufacturers directly, and will
simultaneously inform both HCFA and
CDC of the device/test category. FDA
will consult with CDC concerning test
categorization in the following three
situations:

(A) When categorizing previously
uncategorized new technology;

(B) When FDA determines it to be
necessary in cases involving a request
for a change in categorization; and

(C) If a manufacturer requests review of
a categorization decision by FDA in
accordance with 21 CFR 10.75.

(i1) Test categorization will be effective
as of the notification to the applicant.
(2) For test systems, assays, or
examinations not commercially
available, a laboratory or professional
group may submit a written request for
categorization to PHS. These requests
will be forwarded to CDC for
evaluation; CDC will determine
complexity category and notify the
applicant, HCFA, and FDA of the
categorization decision. In the case of
request for a change of category or for
previously uncategorized new
technology, PHS will receive the request
application and forward it to CDC for
categorization.

§493.170(11)

Guideline:

If a test is categorized between publications of the FEDERAL RESGISTER listings, the Laboratory should
maintain a copy of the letter from the FDA (to the manufacture) Indicating the test complexity.
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(3) A request for recategorization will be
accepted for review if it is based on new
information not previously submitted in a
request for categorization or
recategorization by the same applicant and
will not be considered more frequently
than once per year.

(4) If a laboratory test system, assay or
examination does not appear on the lists of
tests in the FEDERAL REGISTER
notices, it is considered to be a test of high
complexity until PHS, upon request,
reviews the matter and notifies the
applicant of its decision. Test
categorization is effective as of the
notification to the aﬁplicant.

(5) PHS will publish revisions periodically
to the list of moderate and high complexity
tests in the FEDERAL REGISTER in a
notice with opportunity for comment.

§493.20 Guidelines:

§493.20 Laboratories performing tests
of moderate complexity.

(a) A laboratory may qualify for a
certificate to perform tests of moderate
complexity provided that it restricts its test
performance to certificate of waiver tests
or examinations and one or more tests or
examinations meeting criteria for tests of
moderate complexity.

(b) A laboratory that performs tests or
examinations of moderate complexity
must meet the applicable requirements in
subpart C, registration certificate and
certificate, or if applicable, subpart D,
certificate of accreditation; subpart H,
participation in proficiency testing; subpart
J, patient test management; subpart K,
quality

See §6010 of the SOM for instructions on handling a laboratory operating without a CLIA certificate.
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control; subpart M, personnel; subpart
P, quality assurance; and subpart Q,
inspections, of this part. For physician-
performed microscopy procedures, the
personnel requirements contained in
§493.16(e)(2) are applicable in lieu of
subpart M of this part and inspections
are required only under the
circumstances specified in §493.1776.

§493.25 Guidelines:

See §6010 of the SOM for instructions on handling a laboratory operating without a CLIA certificate.

(c) If the laboratory also performs
certificate of waiver tests listed in
§493.15, compliance with subparts H,
J, K, M, P, and Q of this part for
routine inspections are not required for
the waived tests. However, the
laboratory must comply with the
requirements in §§493.15(d) and
493.1775.

§493.25 Laboratories performing
tests of high complexity.

(a) A laboratory must obtain a
certificate for tests of high complexity
if it performs one or more tests that
meet the criteria for tests of high
complexity as specified in §493.17(a).

(b) A laboratory performing one or
more tests of hlgll‘i complexity must
meet the applicable requirements of
subpart C, registration certificate and
certificate, or if applicable, subpart D,
certificate of accreditation; subpart H,
participation in proficiency testing;
subpart J, patient test management;
subpart K, quality control; subpart M,
personnel; subpart P, quality assurance;
and subpart Q, inspections, of this part.
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(c) If the laboratory also performs
certificate of waiver tests, the
requirements of subparts H, J, K, M, P,
and Q of this part for routine inspections
are not applicable for the waived tests.
However, the laboratory must comply
with the requirements in §§493.15(e)
and 493.1775.

(d) If the laboratory also performs tests
of moderate complexity, the personnel
requirements of subpart M are
applicable for the {)erformance of tests
of moderate complexity as well as
Subparts H, J, K, P, and Q of this part.
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Subpart B--Certificate of Waiver

§493.35 Application for a certificate of
waiver.

(a) Filing of application. Except as specified in
paragraph (b) of this section, a laboratory
performing only one or more waived tests
listed in §435.15(b) of this chapter must file a
separate application for each laboratory
location.

(b) Exceptions.
(1) Laboratories that are not at a fixed location,

that is, laboratories that move from testing site
to testing site, such as mobile units providing
laboratory testing, health screening fairs, or
other temporary testing locations may be
covered under the certificate of the designated
primary site or home base, using its address.
(2) Not-for-profit or Federal, State, or local
government laboratories that engage in limited
(not more than a combination of 15 moderately
complex or waived tests per certificate) public
health testing may file a single application.

(3) Laboratories within a hospital that are
located at contiguous buildings on the same
campus and under common direction may file a
single application or multiple applications for
the laboratory sites within the same physical
location or street address.

(c) Application format and contents. The
application must--(1) Be made to HHS or its
designee on a form or forms prescribed by
HHS;

§493.35(b)(1) Guidelines:

Laboratories with multiple testing sites or mobile laboratories eligible for a single certificate should
obtain a separate certificate for each State in which testing is performed.

If a mobile laboratory operates in more than one State and does not obtain a separate certificate from
each State, contact the RO to determine which State conducts the inspection.

Each laboratory that moves from testing site to testing site, or has a temporary testing location, should
provide the survey agency with the home base or central dispatch phone number so that an updated
schedule of the location of testing and the hours of operation can be obtained upon request.

Mobile vans will be distinguished by the vehicle identification number (VIN #).

§493.35(b)(2) Guidelines:

See §6145 of the SOM for the definition for limited public health testing.

See §6145 of the SOM for assistance in determining whether laboratories under the same ownership

can tile a single application.

§493.35(b)(3) Guidelines:

"Common direction" means that all testing sites are under one designated director.

"Street address" is the address assigned by the Post Office and is the physical location of the laboratory.
The street address may be different from the mailing address, which can be a Post Office box or a
billing address. For large hospitals, such as a university campus facility, that may contain laboratories
in separate buildings, consult with the RO to determine if the hospital is eligible for a single certificate.
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(2) Be signed by an owner, or by an authorized
representative of the laboratory who attests that
the laboratory will be operated in accordance
with requirements established by the Secretary
under section 353 of the PHS Act; and

(3) Describe the characteristics of the
laboratory operation and the examinations and
other test procedures performed by the
laboratory including--

(i) The name and the total number of test
procedures and examinations performed
annually (excluding tests the laboratory may
run for quality control, quality assurance or
proficiency testing purposes;

(i1) The methodologies for each laboratory test
pr(()icedure or examination performed, or both;
an

(iii) The qualifications (educational
background, training, and experience) of the
personnel directing and supervising the
laboratory and performing the laboratory
examinations and test procedures.

(d) Access requirements. Laboratories that
perform one or more waived tests listed in
§493.15(c) and no other tests must--

(1) Make records available and submit reports
to HHS as HHS may reasonably require to
determine compliance with this section and
§493.15(e);

(2) Agree to permit unannounced inspections
by HHS in accordance with subpart Q of this
part--

(1) When HHS has substantive reason to
believe that the laboratory is being operated in
a

§493.35(d) Guidelines:

Cite deficiencies for not following manufacturer's instructions at §493.15(e). (D1001)

§493.35(d)(2)(i) Guidelines:

Consult with your RO for assistance in determining when there is substantive reason to believe that the
laboratory is being operated in a manner that constitutes an imminent and serious risk to human health.

An example of a substantive reason to inspect waived testing is if testing personnel are observed cutting
urine dipsticks in half. (This violates both the manufacturer's instructions and causes questionable

results to be reported.)
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manner that constitutes an imminent and serious
risk to human health;

(i1) To evaluate complaints from the public;

(ii1) On a random basis to determine whether the
laboratory is performing tests not listed in
§493.15; and

(iv) To collect information for the addition,
deletion, or continued inclusion of tests listed in
§493.15.

§493.35(d)(2)(ii)-(iii) Guidelines:

(e) Denial of application. If HHS determines that
the application for a certificate of waiver is to be
denied, HHS will--

(1) Provide the laboratory with a written
statement of the grounds on which the denial is
based and an opportunity for appeal, in
accordance with the procedures set forth in
subpart R of this part;

(2) Notify a laboratory that has its application for
a certificate of waiver denied that it cannot
operate as a laboratory under the PHS Act unless
the denial is overturned at the conclusion of the
administrative appeals process provided by
subpart R; and

(3) Notify the laboratory that it is not eligible for
payment under the Medicare and Medicaid
programs.

§493.37 Requirements for a certificate of
waiver.

(a) HHS will issue a certificate of waiver to a
laboratory only if the 1aboratory meets the

reaniremente of 8493

(b) Laboratories issued a certificate of waiver--
(1) Are subject to the requirements of this subpart
and §493.15(e) of subpart A of this part; and

See §6280 of the SOM for specific procedures regarding complaint investigations and §6210 of the

SOM for random surveys.

§493.37(b)(1) Guidelines:

Cite the laboratory's failure to follow manufacturer's instructions at §493.15(¢e). (Use D1001.)
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(2) Must permit unannounced inspections by
HHS in accordance with subpart Q of this part.

(c) Laboratories must remit the certificate of
waiver fee specified in Subpart F of this part.

(d) In accordance with Subpart R of this part,
HHS will suspend or revoke or limit a
laboratory's certificate of waiver for failure to
comply with the requirements of this subpart.
In addition, failure to meet the requirements of
this subpart will result in suspension or denial
of payments under Medicare and Medicaid in
accordance with Subpart R of this part.

§493.37(d) Guidelines:

(e)(1) A certificate of waiver issued under this
subpart is valid for no more than 2 years. In
the event of a non-compliance determination
resulting in HHS action to revoke, suspend, or
limit the laboratory's certificate of waiver, HHS
will provide the laboratory with a statement of
grounds on which the determination of non-
compliance is based and offer an opportunity
for appeal as provided in subpart R of this part.
(2) If the laboratory requests a hearing within
the time specified by HHS, it retains its
certificate of waiver or reissued certificate of
waiver until a decision is made by an
administrative law judge, as specified in
subpart R of this part, except when HHS finds
that conditions at the laboratory pose an
imminent and serious risk to human health.

See the Adverse Action section of the SOM beginning at §6300 for enforcement procedures.
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(3) For laboratories receiving payment from the
Medicare or Medicaid program, such payments
will be suspended on the effective date
specified in the notice to the laboratory of a
non-compliance determination even if there has
been no appeals decision issued.

(f) A laboratory seeking to renew its certificate
of waiver must--

(1) Complete the renewal application
prescribed by HHS and return it to HHS not
less than 9 months nor more than 1 year before
the expiration of the certificate; and

(2) Meet the requirements of §§493.35 and
493.37.

(g) A laboratory with a certificate of waiver
that wishes to perform examinations or test
procedures not listed in the waiver test
category must meet the requirements set forth
in subparts C or D of this part.

§493.39 Notification requirements for
laboratories issued a certificate of waiver.

Laboratories performing one or more tests
listed in §493.15 and no others must notify
HHS or its designee--

(a) Before performing and reporting results for
any test or examination that is not specified
under §493.15 for which it does not have a
registration certificate as required in subparts C
or D of this part; and

(b) Within 30 days of any change(s) in--
(1) Ownership;

(2) Name;

(3) Location; or

(4) Director.

§§493.39(a)(b) Guidelines:

See §6010 of the SOM for instructions on handling a laboratory operating without an appropriate CLIA

certificate.

See the section of the SOM regarding Actions Related to Certification beginning at §6100 for
instructions on handling changes in ownership, name, location, or director.
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Subpart C--Registration Certificate,
Certificate for Physician-performed
Microscopy Procedures, and Certificate

§493.43 Application for registration
certificate, certificate for physician-
performed microscopy procedures, and
certificate.

(a) Filing of application. Except as specified in
paragraph (b) of this section, all laboratories
performing tests of moderate or high
complexity, or both, must file a separate
application for each laboratory location.

(b) Exceptions.
(1) Laboratories that are not at a fixed location,

that is, laboratories that move from testing site
to testing site, such as mobile units providing
laboratory testing, health screening fairs, or
other temporary testing locations may be
covered under the certificate of the designated
primary site or home base, using its address.
(2) Not-for-profit or Federal, State, or local
government laboratories that engage in limited
(not more than a combination of 15 moderately
complex or waived tests per certificate) public
health testing may file a single application.

(3) Laboratories within a hospital that are
located at contiguous buildings on the same
campus and under common direction may file a
single application or multiple applications for
the laboratory sites within the same physical
location or street address.

§493.43(b)(1) Guidelines:
Laboratories with multiple testing sites or mobile laboratories eligible for a single certificate should
obtain a separate certificate for each State in which testing is performed.

If a mobile laboratory operates in more than one State and does not obtain a separate certificate from
each State, contact the RO to determine which State conducts the inspection.

Each laboratory that moves from testing site to testing site, or has a temporary testing location, should
provide the survey agency with the home base or central dispatch phone number so that an updated
schedule of the location of testing and the hours of operation can be obtained upon request.

Records may be maintained in the mobile laboratory or at the home base. Reports should reflect the
home base address and indicate which mobile unit performed the test.

Mobile vans will be distinguished by the vehicle identification number (VIN #).

§493.43(b)(2) Guidelines:
See §6145 of the SOM for the definition of limited public health testing.

See §6145 of the SOM for assistance in determining whether laboratories under the same ownership
can file a single application.

§493.43(b)(3) Guidelines:

In instances where the main laboratory is certified to perform waived, moderate and/or high complexity
tests, the alternate sites may perform testing in all complexities covered by the certificate provided that
all other applicable requirements are met (e.g., quality control, personnel).

"Common direction" means that all sites are under one designated director.

"Street address" is the address assigned by the Post Office and is the physical location of the laboratory.
The street address may be different from the mailing address, which can be a Post Office box or a
billing address. For large hospitals, such as a university campus facility, that may contain laboratories
in separate buildings, consult with the RO to determine if the hospital is eligible for a single certificate.
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(c) Application format and contents. The
application must--

(1) Be made to HHS or its designee on a form or
forms prescribed by HHS;

(2) Be signed by an owner, or by an authorized
representative of the laboratory who attests that the
laboratory will be operated in accordance with
requirements established by the Secretary under
section 353 of the PHS Act; and

(3) Describe the characteristics of the laboratory
operation and the examinations and other test
procedures performed by the laboratory including--
(1) The name and total number of test procedures
and examinations performed annually (excluding
waived tests or tests for quality control, quality
assurance or proficiency testing purposes);

(i1) The methodologies for each laboratory test
procedure or examination performed, or both; and
(ii1) The qualifications (educational background,
training, and experience) of the personnel directing
and supervising the laboratory and performing the
examinations and test procedures.

(d) Access and reporting requirements. All
laboratories must make records available and
submit reports to HHS as HHS may reasonably
require to determine compliance with this section.

§493.45 Requirements for a registration
certificate.

(a) A registration certificate is required--
(1) Initially for all laboratories performing test
procedures of moderate and high complexity

§493.45(a) Guidelines:

After September 1, 1992, all facilities performing laboratory testing must have a registration
certificate or certificate of waiver prior to performing patient testing.

See §6010 of the SOM for instructions on handling a laboratory operating without an appropriate

CLIA certificate.
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(Exception: For physician-performed
microscopy procedures listed in §493.16(c), the
laboratory is not issued a registration certificate
but is subject to §§493.43 and 493.47 and must
apply and obtain a certificate for physician-
performed microscopy procedures prior to
conducting the procedures listed in
§493.16(c));

(2) For all certificate of waiver laboratories that
intend to perform testing in addition to those
tests listed in §493.15(c); and

(3) For any laboratory that intends to perform
testing in addition to physician-performed
microscopy procedures listed in §493.16(c) and
waived procedures listed in §493.15(c).

(b) HHS will issue a registration certificate if
the laboratory--

(1) Complies with the requirements of §493.43;
(2) Agrees to notify HHS or its designee within
30 days of any changes in ownership, name,
location, director or technical supervisor
(laboratories performing high complexity
testing only);

(3) Agrees to treat proficiency testing samples
in the same manner as it treats patient
specimens; and

(4) Remits the fee for the registration
certificate, as specified in subpart F of this part.

(c) Prior to the expiration of the registration
certificate, a laboratory must-

(1) Remit the certificate fee specified in
subpart F of this part;
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(2) Be inspected by HHS as specified in
subpart Q of this part; and

(3) Demonstrate compliance with the
applicable requirements of this subpart and
subparts H, J, K, M, P, and Q of this part.

(d) In accordance with subpart R, HHS will
initiate suspension or revocation of a
laboratory's registration certificate and will
deny the laboratory's application for a
certificate for failure to comply with the
requirements set forth in this subpart. HHS
may also impose certain alternative sanctions.
In addition, failure to meet the requirements of
this subpart will result in suspension of
payments under Medicare and Medicaid as
specified in subpart R of this part.

(e) A registration certificate is-(1) Valid for a
period of no more than two years or until such
time as an inspection to determine program
compliance can be conducted, whichever is
shorter; and

(2) Not renewable; however, the registration
certificate may be reissued if compliance has
not been determined by HHS prior to the
expiration date of the registration certificate.

(f) In the event of a non-compliance
determination resulting in an HHS denial of a
laboratory's certificate application, HHS will
provide the laboratory with a statement of
grounds on which the non-compliance
determination is based and offer an opportunity
for appeal as provided in subpart R.

(g) If the laboratory requests a hearing within
the time specified by HHS, it retains its

§493.45(f) Guidelines:

See the Appeals section of the SOM beginning at §6450 for instructions on denial of a certificate

application.
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registration certificate or reissued registration
certificate until a decision is made by an
administrative law judge as provided in subpart
R of this part, except when HHS finds that
conditions at the laboratory pose an imminent
and serious risk to human health.

(h) For laboratories receiving payment from the
Medicare or Medicaid program, such payments
will be suspended on the effective date
specified in the notice to the laboratory of
denial of the certificate application even if
there has been no appeals decision issued.

§493.47 Requirements for a certificate for
physician-performed microscopy
procedures.

(a) A certificate for physician-performed
microscopy procedures is required--

(1) Initially for all laboratories performing test
procedures listed in §493.16(c); and

(2) For all certificate of waiver laboratories that
intend to perform only test procedures listed in
§493.16(c) in addition to those tests listed in
§493.15(c).

(b) HHS will issue a certificate for physician-
performed microscopy procedures if the
laboratory--

(l)dComplies with the requirements of §493.43;
an

(2) Remits the fee for the certificate, as
specified in subpart F or this part.

(c) Laboratories issued a certificate for
physician-performed microscopy procedures
are subject to--
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(1) The notification requirements of §493.53;
(2) The applicable requirements of this subpart
and subparts H, J, K, and P or this part. In lieu
of the requirements contained in subpart M of
this part, for physician-performed microscopy
procedures, the laboratory must meet the
requirements of §493.16(e)(2); and

(3) Inspection only under the circumstances
specified under §493.1776, but are not
routinely inspected to determine compliance
with the requirements specified in paragraphs
(c)(1) and (2) of this section.

(d) In accordance with subpart R of this part,
HHS will initiate suspension, limitation, or
revocation of a laboratory's certificate for
physician-performed microscopy procedures
for failure to comply with the applicable
requirements set forth in this subpart. HHS
may also impose certain alternative sanctions.
In addition, failure to meet the requirements of
this subpart may result in suspension of all or
part of payments under Medicare and

Medicaid, as specified in subpart R of this part.

(e) A certificate for physician-performed
microscopy procedures is valid for a period of
no more than 2 years.

§493.49 Requirements for a certificate.

(a) HHS will issue a certificate to a laboratory
only if the laboratory--

(1) Meets the requirements of §§493.43 and
493.45 (§493.45 is
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not applicable to physician-performed
microscopy procedures);

(2) Remits the certificate fee specified in
Subpart F of this part; and

(3) Meets the applicable requirements of this
subpart and subparts H, J, K, M (not applicable
to physician-performed microscopy
procedures), P, and Q of this part. In lieu of
the personnel requirements contained in
subpart M, for physician-performed
microscopy procedures, the laboratory must
meet the requirements of §493.16(e)(2).

(b) Laboratories issued a certificate--

(1) Are subject to the notification requirements
of §493.51; and

(2) Must permit announced or unannounced
inspections by HHS in accordance with subpart
Q (provision for conducting inspections of the
physician-performed microscopy procedures
listed in §493.16(c) is located at §493.1776) of
this part--

(i) To determine compliance with the
requirements of this part. Exception: In
accordance with §493.16(e)(3), inspections of
physician-performed microscopy procedures
are not routinely conducted);

(i1) To evaluate complaints;

(ii1) When HHS has substantive reason to
believe that tests are being performed, or the
laboratory is being operated in a manner that
constitutes an imminent and serious risk to
human health; and

(iv) To collect information for the addition,
deletion, or continued inclusion of tests listed
in §§493.15 and 493.16 or
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tests of moderate or high complexity.

(c) Failure to comply with the requirements of
this subpart will result in--

(1) Suspension, revocation or limitation of a
laboratory's certificate in accordance with
subpart R of this part; and

(2) Suspension or denial of payments under
Medicare and Medicaid in accordance with
subpart R of this part.

(d) A certificate issued under this subpart is
valid for no more than 2 years.

(e) In the event of a non-compliance
determination resulting in an HHS action to
revoke, suspend or limit the laboratory's
certificate, HHS will--

(1) Provide the laboratory with a statement of
grounds on which the determination of non-
compliance is based; and

(2) Offer an opportunity for appeal as provided
in subpart R of this part. If the laboratory
requests a hearing within 60 days of the notice
of sanction, it retains its certificate or reissued
certificate until a decision is made by an
administrative law judge (ALJ) as provided in
subpart R of this part except when HHS finds
that conditions at the laboratory pose an
imminent and serious risk to human health or
when criteria at §493.1840(a)(4) and (5) are
met.

(f) For laboratories receiving payment from the
Medicare or Medicaid program, such payments
will be suspended on the effective date
specified in the notice to the laboratory of a
non-compliance
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determination even if there has been no
appeals decision issued.

(g) A laboratory seeking to renew its
certificate must--

(1) Complete and return the renewal
application to HHS 9 to 12 months prior to the
expiration of the certificate; and

(2) Meet the requirements of §493.43 and
paragraphs (a)(2) and (b)(2) of this section.

(h) If HHS determines that the application for
the renewal of a certificate is to be denied or
limited, HHS will notify the laboratory in
writing of the--

(1) Basis for denial of the application; and
(2) Opportunity for appeal as provided in
subpart R.

(i) If the laboratory requests a hearing within
the time specified by HHS, it retains its
certificate or reissued certificate until a
decision is made by an ALJ as provided in
subpart R, except when HHS finds that
conditions at the laboratory pose an imminent
and serious risk to human health.

(j) For laboratories receiving payment from
the Medicare or Medicaid program, such
payments will be suspended on the effective
date specified in the notice to the laboratory
of nonrenewal of the certificate even if there
has been no appeals decision issued.

§493.51 Notification requirements for
laboratories issued a certificate.

Laboratories issued a certificate must:
(a) Notify HHS or its designee within 30 days
of any change in--

§493.49(h) Guideline:
See the Appeals section of the SOM beginning at §6450 for instructions on denial of a certificate
application.

§493.51 Guidelines:

See the section of the SOM regarding Actions Related to Certification beginning at §6135 and §3215 for
handling changes in ownership, name, location, personnel and test methodology, or additions or deletions
of specialties or subspecialties that may result in changes in complexity levels for the laboratory.

See the Adverse Action section of the SOM beginning at §6300 for instructions on handling laboratories
that are going out of business or voluntarily withdrawing from all testing.
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(1) Ownership;

(2) Name;

(3) Location;

(4) Director; or

(5) Technical supervisor (laboratories
performing high complexity testing only).

(b) Notify HHS no later than 6 months after
performing any test or examination within a
specialty or subspecialty area that is not
included on the laboratory's certificate, so that
compliance with requirements can be
determined; and

(c¢) Notify HHS no later than 6 months after
any deletions or changes in test methodologies
for any test or examination included in a
specialty or subspecialty, or both, for which the
laboratory has been issued a certificate.

§493.53 Notification requirements for
laboratories issued a certificate for
physician-performed microscopy.

Laboratories issued a certificate for physician-
performed microscopy procedures must notify
HHS or its designee--

(a) Before performing and reporting results for
any test or examination that is not specified
under §§493.15 and 493.16(c) for which it does
not have a registration certificate as required in
subparts C or D of this part; and

(b) Within 30 days of any change in--
(1) Ownership;

(2) Name;

(3) Location; or

(4) Director.
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Subpart D--Certificate of Accreditation

§493.55 Application for registration
certificate and certificate of accreditation.
(a) Filing of application. A laboratory
performing one or more tests of moderate
complexity or high complexity, or both may
be issued a certificate of accreditation in lieu
of a certificate provided the laboratory--

(1) Meets the standards of a private non-
profit accreditation program approved by
HHS in accordance with subpart E; and

(2) Files a separate application for each
location, except as specified in paragraph (b)
of this section.

(b) Exceptions.
(1) Laboratories that are not at a fixed

location, that is laboratories that move from
testing site to testing site, such as mobile
units providing laboratory testing, health
screening fairs, or other temporary testing
locations may be covered under the
certificate of the designated primary site or
home base, using its address.

(2) Not-for-profit or Federal, State, or local
government laboratories that engage in
limited (not more than a combination of 15
moderately complex or waived tests per
certificate) public health testing may file a
single application.

§493.55(a)(1) Guideline:
When HHS approves accreditation organizations and State licensure programs, the ROs are notified and
the approved organizations and programs are published as a notice in the Federal Register.

See the section of the SOM for special procedures for accredited laboratories and CLIA-exempt
laboratories beginning at §6600.

§493.55(b)(1) Guidelines:
Laboratories with multiple testing sites or mobile laboratories eligible for a single certificate should
obtain a separate certificate for each State in which testing is performed.

If a mobile laboratory operates in more than one State and does not obtain a separate certificate from each
State, contact the RO to determine which State conducts the inspection.

Each laboratory that moves from testing site to testing site, or has a temporary testing location, should
provide the survey agency with the home base or central dispatch phone number so that an updated
schedule of the location of testing and the hours of operation can be obtained upon request.

Records may be maintained in the mobile laboratory or at the home base. Reports should reflect the home
base address and indicate which mobile unit performed the test.

Mobile vans will be distinguished by the vehicle identification number (VIN #).

§493.55(b)(2) Guidelines:
See §6145 of the SOM for the definition of limited public health testing.

See §6145 of the SOM for assistance in determining whether laboratories under the same ownership can
file a single application.
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(3) Laboratories within a hospital that are
located at contiguous buildings on the same
campus and under common direction may file a
single application or multiple applications for
the laboratory sites within the same physical
location or street address.

(c) Application format and contents. The
application

must--

(1) Be made to HHS on a form or forms
prescribed by HHS;

(2) Be signed by an owner or authorized
representative of the laboratory who attests that
the laboratory will be operated in accordance
with requirements established by the Secretary
under section 353 of the Public Health Service
Act; and

(3) Describe the characteristics of the
laboratory operation and the examinations and
other test procedures performed by the
laboratory including--

(i) The name and total number of tests and
examinations performed annually (excluding
waived tests and tests for quality control,
quality assurance or proficiency testing
purposes);

(i1) The methodologies for each laboratory test
pr(()icedure or examination performed, or both;
an

(iii) The qualifications (educational
background, training, and experience) of the
personnel directing and supervising the
laboratory and performing the laboratory
examinations and test procedures.

(d) Access and reporting requirements. All
laboratories must make records available and

§493.55(b)(3) Guidelines:
"Common direction" means that all sites are under one designated director.

"Street address" is the address assigned by the Post Office and is the physical location of
the laboratory. The street address may be different from the mailing address, which can
be a Post Office box or a billing address. For large hospitals, such as a university campus
facility, that may contain laboratories in separate buildings, consult with the RO to
determine if the hospital is eligible for a single certificate.
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submit reports to HHS as HHS may reasonably
require to determine compliance with this
section.

§493.57 Requirements for a registration
certificate.

A registration certificate is required for all
laboratories seeking a certificate of
accreditation, unless the laboratory holds a valid
certificate issued by HHS.

§493.57 Guidelines:

(a) HHS will issue a registration certificate if the
laboratory--

(1) Complies with the requirements of §493.55;
(2) Agrees to notify HHS within 30 days of any
changes in ownership, name, location, director,
or supervisor (laboratories performing high
complexity testing only);

(3) Agrees to treat proficiency testing samples in
thez1 same manner as it treats patient specimens;
an

(4) Remits the fee for the registration certificate
specified in subpart F of this part.

(b)(1) The laboratory must provide HHS with
proof of accreditation by an approved
accreditation program-(1) Within 11 months of
issuance of the registration certificate; or

(i1) Prior to the expiration of the certificate.

(2) If such proof of accreditation is not supplied
within this timeframe, the laboratory must meet,
or continue to meet, the requirements of subpart
C, §493.49 of this part.

(c) In accordance with subpart R of this part,
HHS will initiate suspension, revocation, or

See §6010 of the SOM for instructions on handling a laboratory operating without a CLIA certificate.
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limitation of a laboratory's registration
certificate and will deny the laboratory's
applicationfor a certificate of accreditation for
failure to comply with the requirements set
forth in this subpart. In addition, failure to
meet the requirements of this subpart will
result in suspension or denial of payments
under Medicare and Medicaid as specified in
subpart R of this part.

(d) A registration certificate is valid for a
period of no more than 2 years. However, it
may be reissued if the laboratory is subject to
subpart C of this part, as specified in
§493.57(b)(2) and compliance has not been
determined by HHS before the expiration date
of the registration certificate.

(e) In the event that the laboratory does not
mgﬁ:t the requirements of this subpart, HHS
will--

(1) Deny a laboratory's request for certificate of
accreditation;

(2) Notify the laboratory if it must meet the
requirements for a certificate as defined in
Subpart C of this part;

(3) Provide the laboratory with a statement of
grounds on which the application denial is
based;

(4) Offer an opportunity for appeal on the
application denial as provided in subpart R of
this part. If the laboratory requests a hearing
within the time specified by HHS, the
laboratory will retain its registration certificate
or reissued registration certificate until a
decision is made by an administrative law
judge as provided in subpart R, unless HHS

§493.57(e) Guideline:

See the Appeals section of the SOM beginning at §6450 for instructions on denial of a certificate of

accreditation application.
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finds that conditions at the laboratory pose an
imminent and serious risk to human health; and
(5) For those laboratories receiving payment
from the Medicare or Medicaid program, such
payments will be suspended on the effective
date specified in the notice to the laboratory of
denial of the request even if there has been no
appeals decision issued.

§493.61 Requirements for a certificate of
accreditation.

(a) HHS will issue a certificate of accreditation
to a laboratory if the laboratory--

(1) Meets the requirements of §493.57 or, if
apglicable, §493.49 of subpart C of this part;
an

(2) Remits the certificate of accreditation fee
specified in subpart F of this part.

(b) Laboratories issued a certificate of
accreditation must-(1) Treat proficiency testing
samples in the same manner as patient samples;
(2) Meet the requirements of §493.63;

(3) Comply with the requirements of the
approved accreditation program;

(4) Permit random sample validation and
complaint inspections as required in subpart Q
of this part;

(5) Permit HHS to monitor the correction of any
deficiencies found through the inspections
specified in paragraph (b)(4) of this section;

(6) Authorize the accreditation program to
release to HHS the laboratory's inspection
findings whenever HHS conducts random
sample or complaint inspections; and

§493.61(b)(5) Guideline:

See the section of the SOM regarding Special Procedures for Accredited and CLIA-exempt
laboratories beginning at §6600 for procedures on follow-up of correction of deficiencies cited during

validation inspections.
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(7) Authorize its accreditation program to
submit to HHS the results of the laboratory's
proficiency testing.

(c) A laboratory failing to meet the
requirements of this section-(1) Will no longer
meet the requirements of this part by virtue of
its accreditation in an approved accreditation
program;

(2) Will be subject to full determination of
compliance by HHS;

(3) May be subject to suspension revocation or
limitation of the laboratory's certificate of
aC((:ireditation or certain alternative sanctions;
an

(4) May be subject to suspension of payments
under Medicare and Medicaid as specified in
subpart R.

(d) A certificate of accreditation issued under
this subpart is valid for no more than 2 years.
In the event of a non-compliance determination
as a result of a random sample validation or
complaint inspection, a laboratory will be
subject to a full review by HHS in accordance
with §488.11 of this chapter.

(e) Failure to meet the applicable requirements
of Part 493, will result in an action by HHS to
suspend, revoke or limit the certificate of
accreditation. HHS will--

(1) Provide the laboratory with a statement of
grounds on which the determination of
noncompliance is based,

(2) Notity the laboratory if it is eligible to
apply for a certificate as defined in subpart C
of this part; and

§493.61(d) Guidelines:
42 CFR §488.11 refers to State survey agency functions.
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(3) Offer an opportunity for appeal as provided
in subpart R of this part.

(f) If the laboratory requests a hearing within
the time frame specified by HHS--

(1) It retains its certificate of accreditation or
reissued certificate of accreditation until a
decision is made by an administrative law
judge as provided in subpart R of this part,
unless HHS finds that conditions at the
laboratory pose an imminent and serious risk to
human health; and

(2) For those laboratories receiving payments
from the Medicare or Medicaid program, such
payments will be suspended on the effective
date specified in the notice to the laboratory
even if there has been no appeals decision
issued.

(g) In the event the accreditation organization's
approval is removed by HHS, the laboratory
will be subject to the applicable requirements
of subpart C of this part or §493.57.

(h) A laboratory seeking to renew its certificate
of accreditation must--

(1) Complete and return the renewal
application to HHS 9 to 12 months prior to the
expiration of the certificate of accreditation;
(2) Meet the requirements of this subpart; and
(3) Submit the certificate of accreditation fee
specified in subpart F of this part.

(i) If HHS determines that the renewal
application for a certificate of accreditation is
to

§493.61(g) Guideline:
Accrediting organizations which lose deemed status are required to notify their participating
laboratories. These laboratories must apply for a CLIA certificate.
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be denied or limited, HHS will notify the
lafboratory in writing

0 -

(1) The basis for denial of the application;

(2) Whether the laboratory is eligible for a
certificate as defined in subpart C of this part;
(3) The opportunity for appeal on HHS's action to
deny the renewal application for certificate of
accreditation as provided in subpart R of this
part. If the laboratory requests a hearing within
the time frame specitied by HHS, it retains its
certificate of accreditation or reissued certificate
of accreditation until a decision is made by an
administrative law judge as provided in subpart R
of this part, unless HHS finds that conditions at
the laboratory pose an imminent and serious risk
to human health; and

(4) Suspension of payments under Medicare or
Medicaid for those laboratories receiving
payments under the Medicare or Medicaid
programs.

§493.63 Notification requirements for
laboratories issued a certificate of
accreditation.

Laboratories issued a certificate of accreditation
must:

(a) Notify HHS and the approved accreditation
program within 30 days of any changes in --

(1) Ownership;

§493.63 Guideline:

(2) Name;

(3) Location; or

(4) Director.

See the section of the SOM regarding Actions Related to Certification be
of the SOM for handling changes in ownership, name, location, personne

of specialties or subspecialties.

?nning at §§6135 and 6215
and additions or deletions

See the Adverse Action section of the SOM beginning at §6300 for instructions on handling
laboratories that are going out of business or voluntarily withdrawing from all testing.
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(b) Notify the approved accreditation program
no later than 6 months after performing any test
or examination within a specialty or
subspecialty area that is not included in the
laboratory's accreditation, so that the
accreditation organization can determine
compliance and a new certificate of
accreditation can be issued.

(c) Notify the accreditation program no later
than 6 months after of any deletions or changes
in test methodologies for any test or
examination included in a specialty or
subspecialty, or both, for which the laboratory
has been issued a certificate of accreditation.
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Subpart H--Participation in Proficiency Testing
for Laboratories Performing Tests of Moderate
or High Complexity, or Both

The implementation of proficiency testing (PT) requirements will be staggered, that is, phased into
effect. The factor that determines when a laboratory will be held to PT requirements is its regulatory
history.

For phase-in purposes, all laboratories are divided into one of two groups. Previously regulated
laboratories, 1.e., laboratories that were subject to the March 14, 1990, regulation, constitute the first
group. These are independent laboratories (including physician offices that received any specimens on
referral), non-accredited hospitals and laboratories formerly regulated under CLIA '67 (those accepting
specimens in interstate commerce). All remaining laboratories constitute the second group, and are
referred to as "previously unregulated laboratories."

The phase-in will be accomplished in two steps:

Previously Regulated Laboratories:

1. - Previously regulated laboratories will, beginning September 1, 1992, be held to all PT
requirements except §493.803, Successful participation.

2. - Successful PT performance will be applicable in 1994.

Previously Unregulated Laboratories:

1. - Previously unregulated laboratories will, beginning January 1, 1994, be held to all PT
requirements except §493.803, Successful participation.

2. - Successful PT performance will be applicable in 1995.

Subpart H - Guidelines - General

PT programs are evaluated initially for HHS approval and annually thereafter for re-approval. After
review and affirmative recommendations from the Centers for Disease Control (CDC), Central Office
(CO) will issue PT program approvals and/or re-approvals. A listing of these programs with the
specialties, subspecialties, and analytes for which they are approved will be provided to ROs prior to
and for the next calendar year. The RO is responsible for disseminating the approved program listing to
the States within their region on an annual basis. Address questions related to the currently approved
PT programs to the RO.

An approved PT program is a program that has been evaluated and found to be in compliance with the
requirements of Subpart I. When a laboratory experiences problems with PT, it resolves them with the
PT program. If a PT program fails to meet the requirements of Subpart I, report all available
information to the RO, which discusses the findings with CO. CO, with CDC recommendations,
renders a decision on the termination or continued approval of the PT program, as appropriate.
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D2000 §493.801 Condition: Enrollment and testing | §493.801 Guidelines:

of samples.

Each laboratory must enroll in a proficiency
testing (PT) program that meets the criteria in
subpart I of this part and is approved by HHS.
The laboratory must enroll in an approved
program or programs for each of the specialties
and subspecialties for which it seeks
certification. The laboratory must test the
samples in the same manner as patients'

For laboratories subject to 42 CFR Part 493
published on March 14, 1990 (55 FR 9538)
prior to September 1, 1992, the rules of this
subpart are effective on September 1, 1992.
For all other laboratories, the rules of this
subpart are effective January 1, 1994,

For each laboratory, determine the extent of patient testing services performed by the laboratory.
Verify that the laboratory has enrolled in an approved program(s) for those required specialties,
subspecialties, and analytes as described in Subpart I (listed below in the respective specialty) in which
it performs testing on patient specimens.

PT requirements apply to moderate and high complexity tests listed in Subpart I. PT is not required for
waived tests. If a laboratory enrolls and participates in PT for any waived tests, do not review these PT
results and do not determine compliance with any other PT requirements.

PT enrollment and participation is required, as applicable, for each certificate other than a Certificate of
Waiver. A facility offering testing at more than one site, but the testing is all included under one
certificate, must enroll in an approved PT program(s) for the collective tests covered under that
certificate, not for each site.

Facilities that perform laboratory testing at multiple sites and are certified under one CLIA certificate
include the following examples:

o A hospital with satellite laboratories throughout the hospital;

0 Different departments of the laboratory;

o A hospital that performs point-of-care testing;

0 Limited public health testing performed by non-profit or Federal, State or local government
laboratories; or

0 Mobile laboratories or temporary testing sites.

The following examples give instruction and guidance for determining compliance with the PT
requirement for enrollment where a specialty, subspecialty or analyte is performed by different
methods, specimen types and locations:

0 A laboratory with a single certificate must enroll in an approved PT program for each
analyte listed in Subpart I that it performs. When an analyte is performed using different
methodologies within the laboratory, enrollment is required only in one program for the laboratory's
primary method. Other methods for the same analyte must be evaluated as required in §493.1709. If
the laboratory performs unsuccessfully for an analyte and sanctions are imposed, the sanctions are
applicable to the analyte, not to the test methodology. For example, if a laboratory uses three different
methods to perform cholesterol measurements, it must participate in PT using the primary method. If
the laboratory is unsuccessful in PT performance for cholesterol and the CLIA certificate is suspended,
limited, or revoked for cholesterol, the laboratory would be precluded from performing cholesterol by

any test method.

o A laboratory with a single certificate performing testing at multiple sites under that
certificate must participate in PT for each analyte under that certificate listed in Subpart I. PT testing
must be performed using the primary method, regardless of the site. If the laboratory uses the primary
method at more than one
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testing site, the performance of PT testing events may be alternated between different sites, provided
the primary method is used to perform the PT. Should the facility not perform successfully for an
analyte, that analyte may not be tested at any location under that certificate.
0 A multiple site laboratory, which is covered by a single certificate and participates in one
PT program per analyte, must be aware that a failure in PT could lead to the revocation of its certificate
for all sites, not just the one participating in PT.
When problems occur that cannot be resolved with the instructions in these guidelines, gather all
information available and consult with the RO for guidance and resolution.
(a)Standard; Enrollment. The laboratory
must -
§493.801(a) Guidelines: Enrollment Requirements
D2001 (1) Notify HHS of the approved program or Effective Dates
programs in which it chooses to participate to
meet proficiency testing requirements of this Previously Regulated Beginning 9/1/92
subpart. Laboratories (for 1993 calendar year)
D2002 | (2)(i) Designate the program(s) to be used for Previously Unregulated 1/1/94
each specialty, subspecialty, and analyte or test Laboratories
to determine compliance with this subpart if . . . . .
the laboratory participates in more than one During the on-site survey, verify that the laboratory is enrolled in an approved program or programs, as
proficiency testing program approved by appropriate, for all specialties, subspecialties, and tests or analytes for which it performs patient testing.
HCFA; and . . . .
To meet the requirements of this section, it may be necessary for a laboratory to enroll in more than one
D2003 (ii) For those tests performed by the laboratory | program to cover all tests listed in Subpart I for which the laboratory performs testing. The approved
that are not included in subpart I of this part,a | program in which a laboratory has enrolled may not offer every analyte that the laboratory performs.
laboratory must establish and maintain the The laboratory must then enroll in an additional program(s) to cover the testing not included in the first
accuracy of its testing procedures, in program.
accordance with §493.1709.
The laboratory must indicate to the PT program which specialty, subspecialty, or analyte it intends the
D2004 (3) For each specialty, subspecialty and analyte | Program to grade and score for regulatory purposes. This is particularly necessary when the laboratory

or test, participate in one approved proficiency
testing program or programs, for one year
before designating a different program and
must notify HCFA before any change in
designation; and

subscribes to multiple PT programs that contain the same analyte(s) required for regulatory purposes.

§493.801(a)(3) Guidelines:
When a laboratory initially applies for CLIA certification or adds a specialty or subspecialty after initial
PT enrollment for the calendar year, it may change PT programs at the next PT enrollment period.
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D2005 (4) Authorize the proficiency testing program §493.801(a)(4) Guidelines:
to release to HHS all data required to-- Provide laboratories with the appropriate Federal or State Agency address to which PT results must be
(1) Determine the laboratory's compliance with | sent.
this subpart; and
(i1) Make PT results available to the public as §§493.801(a)-(b) Probes:
required in section 353(f)(3)(F) of the Public What procedure or test method was used? Is this a routine test method used in the laboratory? Did
Health Service Act. routine personnel perform the PT? How often were PT samples tested? How are deviations (if any)
justified?
Do the PT results documented in the laboratory work records (worksheet) correlate with the results
reported to the PT program?
What is the laboratory's policy for testing patient samples when PT specimens are tested more than
once?
Do reports submitted to the PT program provider accurately reflect the procedure (i.e., instrument,
method) used in the laboratory?
Check to see if patient samples were reported on the same day that PT samples were tested. (In a small
facility, infrequent testing may necessitate the testing of PT samples without patient specimens to
ensure that the the PT test results are returned on time.) Did the laboratory use the same procedure for
both patient specimens and PT samples?
(b) Standard; Testing of proficiency testing
samples.
D2006 The laboratory must examine or test, as §493.801(b) Guidelines Testing of Proficiency Testing
applicable, the proficiency testing samples it Samples Requirement -
receives from the proficiency testing program Effective Dates
in the same manner as it tests patient
snecimenc Previously Regulated 9/1/92
D2007 (1) The samples must be examined or tested Laboratories
with the laboratory's regular patient workload
by personnel who routinely perform the testing Previously Unregulated 1/1/94
in the laboratory, using the laboratory's routine Laboratories
methods
D2008 The individual testing or examining the Some previously unregulated laboratories may enroll in a PT program prior to the required date of
samples and enrollment (1/1/94). A review of these scores would only be for your information and the laboratory
cannot be held to any PT requirement under Subpart H before the effective date of the regulation.
D2009 the laboratory director must attest to the routine

integration of the samples into the patient
workload using the laboratory's routine
methods.

Review testing records to determine if special handling was given to PT samples. Consider the unique
requirements of many PT samples when evaluating "same manner" of testing. The laboratory should
document any necessary reconstitution, longer mixing times, unit conversion of results, etc., as required
in §493.801(b)(5).
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D2010 (2) The laboratory must test samples the same A central laboratory with more than one instrument or methodology for the same test may alternate
number of times that it routinely tests patient methods or instruments from one testing event to the next as long as both are routinely used to test
samples. patient specimens. All samples for one analyte within a shipment must be tested with the same
strument.
D2011 (3) Laboratories that perform tests on
proficiency testing samples must not engage in | §493.801(b)(1) Guidelines:
any inter-laboratory communications pertaining | Review records to assure that the analyst performing the testing and the director have signed the
to the results of proficiency testing sample(s) attestation statement certifying that PT samples were tested in the same manner as patient specimens.
until after the date by which the laboratory For moderate complexity testing, in accordance with §493.1407(e)((4)(i), the director may delegate the
must report proficiency testing results to the responsibility for signing the attestation statement to a technical consultant meeting the qualifications of
program for the testing event in which the §493.1409. For high complexity testing, in accordance with §493.1445(e)(4)(i), the director may
samples were sent. delegate the responsibility for signing the attestation statement to a technical supervisor meeting the
D2012 Laboratories with multiple testing sites or qualifications of §493.1447.
separate locations must not participate in any
communications or discussions across
sites/locations concerning proficiency testin
sample results until after the date by which the
laboratory must report proficiency testing
results to the program.
D2013 (4) The laboratory must not send PT samples or
portions of samples to another laboratory for
any analysis which it is certified to perform in
its own laboratory. Any laboratory that HCFA
determines intentionally referred its proficiency
testing samples to another laboratory for
analysis will have its certification revoked for
at least one year. Any laboratory that receives | §493.801(b)(4) Guidelines:
proficiency testing samples from another The regulation refers to intentional referral of PT specimens by a laboratory for purposes of using
laboratory for testing must notify HCFA of the | another laboratory's results as its own. A laboratory that routinely performs only presumptive testing or
receipt of those samples. screening methods and refers patient samples to another laboratory for definitive or confirmatory
testing or comparison of test results must not refer PT samples to another laboratory for confirmatory
testing. A laboratory must only test and report PT specimens to the extent or degree those tests or
examinations are performed for in-house patient testing.
Handle allegations of inter-laboratory communications or referral of proficiency testing specimens as a
complaint and investigate using the complaint investigation procedures outlined in §6280 of the SOM.
Do not solicit a Plan of Correction from a laboratory when it has been determined that the
laboratory intentionally referred its PT samples to another laboratory for analysis and submitted
the other laboratory's results as its own. Immediately notify the RO recommending revocation of
the certificate and forward to the RO all documentation necessary to support the findings.
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D2014 (5) The laboratory must document the §493.801(b)(5) Guidelines:
handling, preparation, processing, examination, | Review recores to assure that the analyst performing the testing and the director have signed the
and each step in the testing and reporting of attestation statement certifying that PT samples were tested in the same manner as patient specimens.
results for all proficiency testing samples. For moderate complexity testing, in accordance with §493.1407(e)(4)(i), the director may delegate the

responsibility for signing the attestation statement to a technical consultant meeting the qualifications of

D2015 The laboratory must maintain a copy of all (§i4193.1t40% For hlghbq?mp}exny testing, 1ntaccordance with §493.144i(¢)(411)(1), the director mayh

records, including a copy of the proficiency elegate the responsibility for signing the attestation statement to a technical supervisor meeting the
S qualifications of §493.1447. The signature of the director or technical consultant/supervisor need not
testing program report forms used by the be obtained prior t ctino PT lts to the PT id
laboratory to record proficiency testing results ¢ obtained prior o reporting 14 results to the F1 provider.
including the attestation statement provided by
the PT program, signed by the analyst and the
laboratory director, documenting that
proficiency testing samples were tested in the
same manner as patient specimens, for a
minimum of two years from the date of the
proficiency testing event.
(6) PT is required for only the test system,
assay, or examination used as the primary g
method for patient testing during the PT event. | §493.801(b)(6) Guidelines: L . . .
"Primary" means the test system(s), assay(s) or examination(s) routinely used for patient testing.

§493.803 Condition: Successful §493.803 Guidelines:
participation.

D2016 (a) Each laboratory performing tests of

moderate and/or high complexity must
successfully participate in a proficiency testing
program approved by HCFA, if applicable, as
described 1n subpart I of this part for each
specialty, subspecialty, and analyte or test in
which the laboratory is certified under CLIA.

Successful Participation
Requirement -
Effective Dates

Previously Regulated 1/1/94
Laboratories

Previously Unregulated 1/1/95
Laboratories

A laboratory seeking reevaluation of a PT score is to contact the PT program directly. Do not alter or
change any unsatisfactory score reported by an approved PT program except when the PT program
does not score for the correct extent of services provided. (See §493.823 Guidelines.)
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(b) If the laboratory fails to participate "Unsatisfactory performance" for a specialty, subspecialty, or analyte or test is defined as one of the
successfully in proficiency testing for a given following:
specialty, subspecialty, analyte or test, as 0 Unacceptable (unsatisfactory) analyte score;
defined in this section, or fails to take remedial o Unsatisfactory PT event or overall score for a subspecialty or specialty;
action when an individual fails gynecologic 0 Failure to participate in a testing event; or
cytology, sanctions will be taken as defined in o Failure to return PT results within the timeframe specified by the approved PT program.

subpart R of this part.
"Unsuccessful participation" is defined as one of the following:

0 Unsatisfactory performance for the same analyte or test in two or two out of three
consecutive testing events; or ) )
0 Unsatisfactory performance of a PT testing event or overall score for a specialty or

subspecialty in two or two out of three consecutive testing events.

Unless instructed by the RO, do not solicit a Plan of Correction from the laboratory for
unsuccessful PT performance.

Example:

A laboratory scores 60% on a testing event in mycobacteriology. On the next testing event, the
latzioaagtg)rgyogails to participate in mycobacteriology. The citations are §§493.825(b), 493.825(e),
an .803.

Example:
A laboratory scores 60% on uric acid PT samples. On the next testing event, the laboratory

scores 40% on the same analyte. The citations are §§493.841(a), 493.841(f), and 493.803.

When recommending to the RO that a laboratory be subject to sanctions, submit copies of the
laboratory's testing event or analyte score(s) that were unsatisfactory and the correct responses
provided by the PT program. Also, enclose copies of any correspondence sent to or received by the
laboratory concerning its PT performance.

D2017 §493.807 Condition: Reinstatement of
laboratories performing tests of moderate or
high complexity, or both, after failure to
participate successfully.

(a) If a laboratory's certificate is suspended or
limited or its Medicare or Medicaid approval is
cancelled or its Medicare or Medicaid payments
are suspended because it fails to participate
successfully in proficiency testing for one or
more specialties, subspecialties, analyte or test,
or voluntarily
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withdraws its certification under CLIA for the
failed specialty, subspecialty, or analyte, the
laboratory must then demonstrate sustained
satisfactory performance on two consecutive
proficiency testing events, one of which may
be on site, before HCFA will consider it for
reinstatement for certification and Medicare or
Medicaid approval in that specialty,
subspecialty, analyte or test.

(b) The termination period for Medicare or
Medicaid approval or period for suspension of
Medicare or Medicaid payments or suspension
or limitation of certification under CLIA for
the failed specialty, subspecialty, or analyte or
test is for a period of not less than six months
from the date of cancellation, limitation, or
suspension of the CLIA certificate.

D2018

(c) If a laboratory's certificate is suspended
and/or Medicare or Medicaid approval is
terminated in gynecologic cytology, the
laboratory must take corrective action and
reapply for certification.

Proficiency Testing by Specialty and
Subspecialty for Laboratories Performing
Tests of Moderate or High Complexity, or
Both

D2019

§493.821 Condition: Microbiology.

The specialty of microbiology includes, for
purposes of proficiency testing, the
subspecialties of bacteriology,
mycobacteriology, mycology, parasitology and
virology.

§493.821 Guidelines:

Previously Regulated
Laboratories

Previously Unregulated
Laboratories

Successful Participation for Microbiology
(Including its Subspecialties)
Effective Dates

1/1/94

1/1/95
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§493.823 Standard; Bacteriology.

D2020

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2021

(b) Failure to particigate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2022

Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2023

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with %ailure to
perform tests on proficiency testing
samples; and

D2024

(3) The laboratory participated in the
previous two proficiency testing events.

D2025

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2026

d)(1) For any unsatisfactory testing event

or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.
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D2027

(2) Remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2028

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

§493.825 Standard; Mycobacteriology.

D2029

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2030

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2031

Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2032

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with ‘rgailure to
perform tests on proficiency testing
samples; and

D2033

(3) The laboratory participated in the
previous two proficiency testing events.
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D2034

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2035

d)(1) For any unsatisfactory testing event

or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2036

(2) Remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2037

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

§493.827 Standard; Mycology.

D2038

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2039

(b) Failure to particiFate in a testing event
1s unsatisfactory performance and results
in a score of 0 for the testing event.

D2040

Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;
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D2041

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testmg and the
circumstances associated with failure to
perform tests on proficiency testing
samples; and

D2042

(3) The laboratory participated in the
previous two proficiency testing events.

D2043

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2044

d)(1) For any unsatisfactory testing event

or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary fo correct
problems associated with a proficiency
testing failure.

D2045

2) Remedial action must be taken and

ocumented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2046

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

§493.829 Standard; Parasitology.

D2047

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.
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D2048

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2049

Consideration may be given to those
laboratories failing to participate in a
testing event only if--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2050

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with %ailure to
perform tests on proficiency testing
samples; and

D2051

(3) The laboratory participated in the
previous two proficiency testing events.

D2052

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2053

%d)(l) For any unsatisfactory testing event
or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2054

(2) Remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.
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D2055

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

§493.831 Standard; Virology.

D2056

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2057

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2058

Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2059

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with ‘rgailure to
perform tests on proficiency testing
samples; and

D2060

(3) The laboratory participated in the
previous two proficiency testing events.

D2061

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.
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D2062

d)(1) For any unsatisfactory testing event

or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2063

(2) For any unsatisfactory testing events,
remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2064

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

D2065

§493.833 Condition: Diagnostic
immunolo%y.

The specialty of diagnostic immunology
includes for purposes of proficiency
testing the subspecialties of syphilis
serology and general immunology.

§493.833 Guidelines:

§493.835 Standard; Syphilis serology.

D2066

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

Previously Regulated
Laboratories

Previously Unregulated
Laboratories

Successful Participation for Diagnostic
Effective Dates

Immunology

1/1/94

1/1/95

D2067

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

Consideration may be given to those
laboratories failing to participate in a
testing event only if--
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D2068

(1) Patient testinl% was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2069

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testmtg and the
circumstances associated with failure to
perform tests on proficiency testing
samples; and

D2070

(3) The laboratory participated in the
previous two proficiency testing events.

D2071

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2072

%d)(l) For any unsatisfactory testing event
or reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2073

(2) For any unacceptable testing event
score, remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2074

(e) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.
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§493.837 Standard; General Analytes or tests for which laboratory PT performance is to be evaluated:
immunology.
Diagnostic Immunology
D2075 (a) Failure to attain a score of at least 80 eneral immunology
percent of acceptable responses for each Alpha-1 antitrypsin
analyte in each testing event is Alpha-fetoprotein (tumor marker)
unsatisfactory analyte performance for the Antinuclear antibody o
testing event. Antistreptolysin O - quantitative
- - - Anti-human immunodeficiency virus (HIV)
D2076 (b) Failure to attain an overall testing Complement C3
event score of at least 80 percent is Complement C4
unsatisfactory performance. He/{)atitis markers (HBsAg, anti-HBc, HBeAg)
D2077 (c) Failure to partici?ate in a testing event %gG
1s unsatisfactory performance and results IgE
i:n ;11 score of 0 for the testing event.(c) IgM
ailure to participate in a testing event is : :
unsatisfactory performance and results in a glggﬁg)ﬁgirg?g&rg;cleom
score of 0 for the testing event. Rubella
Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--
D2078 (ﬁ) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;
D2079 (2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testlng and the
circumstances associated with failure to
perform tests on proficiency testing
samples; and
D2080 (3) The laboratory participated in the
previous two proficiency testing events.
D2081 (d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.
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D2082

(e)(1) For any unsatisfactory analyte or
test performance or testing event for
reasons other than a failure to participate,
the laboratory must undertake appropriate
training and employ the technical
assistance necessary to correct problems
associated with a proficiency testing
failure.

D2083

(2) For any unacceptable analyte or testing
event score, remedial action must be taken
and documented, and the documentation
must be maintained by the laboratory for
two years from the date of participation in
the proficiency testing event.

D2084

(f) Failure to achieve satisfactory
performance for the same analyte or test in
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

D2085

(g) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

D2086

§493.839 Condition: Chemistry.

The specialty of chemistry includes for the
purposes of proficiency testing the
subspecialties of routine chemistry,
endocrinology, and toxicology.

§493.839 Guidelines:

Previously Regulated
Laboratories

Previously Unregulated
Laboratories

Successful Participation for Chemistry
Effective Dates

1/1/94

1/1/95
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§493.841 Standard; Routine chemistry. bAlnalgltes orltests for which laboratory PT performance is to be evaluated which include serum, plasma or
ood samples:
D2087 (a) Failure to attain a score of at least 80 P
percent of acceptable responses for each Chemistry
analyte in each testing event is Routine chemistry
unsatisfactory analyte performance for the Alanine aminotransferase (ALT/SGPT)
testing event. Albumin
- - - Alkaline phosphatase
D2088 (b) Failure to attain an overall testing Amylase
event score of at least 80 percent is Aspartate aminotransferase (AST/SGOT)
unsatisfactory performance. Bilirubin, total
Blood gas (pH, pO,, and pCO,)
D2089 (c) Failure to participate in a testing event Calcium, total
is unsatisfactory performance and results Chloride
in a score of 0 for the testing event. Cholesterol, total
Cholesterol, high density lipoprotein
Consideration may be given to those Creatine k;nase )
laboratories failing to participate in a Creatine kinase isoenzymes
testing event only 1f-- Creatinine ) )
D2090 (1) Patient testing was suspended during Glucose (Excluding measurements on devices cleared by FDA
the time frame allotted for testing and specifically for home use)
reporting proficiency testing results; Iron, total
Lactate dehydrogenase (LDH)
D2091 (2) The laboratory notifies the inspecting LDH isoenzymes
agency and the proficiency testing Magnesium
program within the time frame for Potassium
submitting proficiency testing results of Sodium
the suspension of patient testing and the Total Protein
circumstances associated with failure to Triglycerides
perform tests on proficiency testing Urea Nitrogen
samples; and Uric Acid
D2092 (3) The laboratory participated in the
previous two proficiency testing events.
D2093 (d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.
Rev. 256 01-93 C-79



INTERPRETIVE GUIDELINES - LABORATORIES

TAG
NUMBER

REGULATION

GUIDANCE TO SURVEYORS

D20%4

(e)(1) For any unsatisfactory analyte or
test performance or testing event for
reasons other than a failure to participate,
the laboratory must undertake apFropriate
training and employ the technica
assistance necessary to correct problems
associated with a proficiency testing
failure.

D2095

(2) For any unacceptable analyte or testing
event score, remedial action must be taken
and documented, and the documentation
must be maintained by the laboratory for
two years from the date of participation in
the proficiency testing event.

D2096

(f) Failure to achieve satisfactory
performance for the same analyte or test in
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

D2097

(g) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

§493.843 Standard; Endocrinology.

D2098

(a) Failure to attain a score of at least 80
percent of acceptable responses for each
analyte in each testing event is
unsatisfactory analyte performance for the
testing event.

D2099

(b) Failure to attain an overall testing
event score of at least 80 percent is
unsatisfactory performance.

Analytes or tests for which laboratory PT performance is to be evaluated which include serum, plasma,

blood, or urine:

Chemistry

Endocrinology
Cortisol
Free Thyroxine

Human Chorionic Gonadotropin (Excluding color comparison tests

for urine specimens)

T; Uptake

Triiodothyronine
Thyroid-stimulating hormone
Thyroxine
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D2100

(c) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2101

Consideration may be given to those
laboratories failing to participate in a
testing event only if--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2102

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with failure to
perform tests on proficiency testing
samples; and

D2103

(3) The laboratory participated in the
previous two proficiency testing events.

D2104

(d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2105

(e)(1) For any unsatisfactory analyte or
test performance or testing event for
reasons other than a failure to participate,
the laboratory must undertake appropriate
training and employ the technica{p
assistance necessary to correct problems
associated with a proficiency testing
failure.

D2106

(2) For any unacceptable analyte or testing
event score, remedial action must be taken
and documented, and the documentation
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must be maintained by the laboratory for
two years from the date of participation in
the proficiency testing event.

D2107 (f) Failure to achieve satisfactory
performance for the same analyte or test in
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.

D2108 (g) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.
§493.845 Standard; Toxicology. Analytes or tests for which laboratory PT performance is to be evaluated which include serum, plasma,

or blood:

D2109 (a) Failure to attain a score of at least 80
percent of acceptable responses for each Chemistry
analyte in each testing event is Toxicology
unsatisfactory analyte performance for the Alcohol (blood)
testing event. Blood lead

Carbamazepine

D2110 (b) Failure to attain an overall testing Digoxin “epl
event score of at least 80 percent is Ethosuximide
unsatisfactory performance. Gentamicin

: - : ; Lithium

D2111 (c) Failure to participate in a testing event Phenobarbital
is unsatisfactory performance and results Phenytoin
in a score of 0 for the testing event. Primidone -
Consideration may be given to those Prch:ir}amlde (and metabolite)
laboratories failing to participate in a %‘l“m l:nlel'
testing event only 1f-- T eophyliine

D2112 (1) Patient testing was suspended during obramycin
the time frame allotted for testing and Valproic Acid
reporting proficiency testing results;
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D2113

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with ‘rgailure to
perform tests on proficiency testing
samples; and

D2114

(3) The laboratory participated in the
previous two proficiency testing events.

D2115

(d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2116

(e)(1) For any unsatisfactory analyte or
test performance or testing event for
reasons other than a failure to participate,
the laboratory must undertake appropriate
training and employ the technical
assistance necessary to correct problems
associated with a proficiency testing
failure.

D2117

(2) For any unacceptable analyte or testing
event score, remedial action must be taken
and documented, and the documentation
must be maintained by the laboratory for
two years from the date of participation in
the proficiency testing event.

D2118

(f) Failure to achieve satisfactory
performance for the same analyte or test in
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.
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D2119 (g) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.
%493.849. Condition: Hematology. §493.849 Guidelines: L
D2120 he specialty of hematology, for the Successful Participation for Hematology
purpose of proficiency testing, is not Effective Dates
subdivided into subspecialties of testing.
Previously Regulated 1/1/94
Laboratories
§493.851 Standard; Hematology. Previously Unregulated 1/1/95
T aboratarieq
D2121 (a) Failure to attain a score of at least 80 Analytes or tests for which laboratory PT performance is to be evaluated:
percent of acceptable responses for each
analyte in each testing event is Hematology ) ) ) )
unsatisfactory analyte performance for the Cell identification or white blood cell differential
testing event. Erythrocyte count
- - - Hematocrit (excluding spun microhematocrit)
D2122 (b) Failure to attain an overall testing Hemoglobin
event score of at least 80 percent is Leukocyte count
unsatisfactory performance. Platelet count
Fibrinogen o
D2123 (c) Failure to partici;tgate in a testing event Partial thromboplastin time
1s unsatisfactory performance and results Prothrombin time
in a score of 0 for the testing event.
Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--
D2124 (1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;
D2125 (2) The laboratory notifies the inspecting

agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and
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the circumstances associated with failure
to perform tests on proficiency testing
samples; and

D2126

(3) The laboratory participated in the
previous two proficiency testing events.

D2127

(d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2128

(e)(1) For any unsatisfactory analyte or
test performance or testing event for
reasons other than a failure to participate,
the laboratory must undertake appropriate
training and employ the technica{p
assistance necessary to correct problems
associated with a proficiency testing
failure.

D2129

(2) For any unacceptable analyte or testing
event score, remedial action must be taken
and documented, and the documentation
must be maintained by the laboratory for
two years from the date of participation in
the proficiency testing event.

D2130

(f) Failure to achieve satisfactory
performance for the same analyte in two
consecutive events or two out of three
consecutive testing ventsis unsuccessful
performance.

D2131

(g) Failure to achieve an overall testing
event score of satisfactory performance for
two consecutive testing events or two out
of three consecutive testing events is
unsuccessful performance.
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D2132

493.853 Condition: Pathqlo%y.

he specialty of pathology includes, for
purposes of proficiency testing, the
subspecialty of cytology limited to
gynecologic examinations.

§493.855 Standard; Cytology:
necologic examinations.

o participate successfully in a cytolog?l )
proficiency testing program for igyneco ogic
examinations (Pap smears), the [aboratory
must meet the regmrements of paragraphs
(a) through (c) of this section.

D2133

(a) The laboratory must ensure that each
individual engaged in the examination of
gynecologic preparations is enrolled in a
Elroﬁmency testing Program ap_Froved by

CFA by January [, 1994.(a) The
laboratory must ensure that each individual
engaged in the examination of gfynccologw
preparations is enrolled in a proficiency
testing pro%ram approved by HCFA by
January 1, 1994.

D2134

The laboratory must ensure that each
1n((111V1dual is tested at least once per year
an

D2135

obtains a passing score.

To ensure this annual testing of individuals,
an announced or unannounced testing event
will be conducted on-site in each laboratory
at least once each year. Laboratories will
be notified of the time of each announced
on-site testing event at least 30 days prior to
each event. Additional testing events will
be conducted as necessary in each State or
region for the purpose of testing individuals
who miss the on-site testing event and for
retesting individuals as described in
paragraph (b) of this section

§493.855 Guidelines

PT enrollment requirements for gynecologic smear examination will not become effective until 1/1/94.
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D2136

(b) The laboratory must ensure that each
individual participates in an annual testing
event that involves the examination of a 10-
slide test set as described in §493.945.

D2137

Individuals who fail this testing event are
retested with another 10-slide test set as
described in paragraphs (b)(1) and (b)(2) of
this section.

D2138

Individuals who fail this second test are
subse(huentl retested with a 20-slide test
set as described in paragraphs (b)(2) and
(b)(3) of this section.

D2139

Individuals are given not more than 2 hours
to complete a 10-slide test and

D2140

Not more than 4 hours to complete a 20-
slide test.

D2141

Unexcused failure to appear by an
individual for a retest will result in test
failure with resulting remediation and
limitations on slide examinations as )
specified in (b)(1), (b)(2), and (b)(3) of this
section.

D2142

1) An individual is determined to have

ailed the annual testing event if he or she
scores less than 90 percent on a 10-slide
test set.

D2143

For an individual who fails an annual
proficiency testing event, the laboratory
must schedule a retesting event which must
take place not more than 45 days after
receipt of the notification of failure.

D2144

2) An individual is determined to have

ailed the second testing event if he or she
scores less than 90 percent on a 10-slide
test set.
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D2145

For an individual who fails a second testing
event, the laboratory must provide him or
her with documented, remedial training and
education in the area of failure, and

D2146

must assure that all gynecologic slides
evaluated subsequent to the notice of failure
are reexamined until the individual is again
retested with a 20-slide test set and scores
at least 90 percent.

D2147

Reexamination of slides must be
documented.

D2148

(3) An individual is determined to have

failed the third testing event if he or she
scores less than 90 percent on a 20-slide
test set.

D2149

An individual who fails the third testing
event must cease examining gynecologic
slide preparations immediate%y upon
notification of test failure and

D2150

may not resume examining gynecologic
slides until the laboratory assures that the
individual obtains at least 35 hours of
documented, formally structured,
continuing education in diagnostic
cytopathology that focuses on the
exgmination of gynecologic preparations,
an

D2151

until he or she is retested with a 20-slide
test set and scores at least 90 percent.

(c) If a laboratory fails to ensure that
individuals are tested or those who fail a
testing event are retested, or fails to take
required remedial actions as described in
paragraphs (b)(1), (b)(2) or (b)(3) of this
section, HCFA will initiate intermediate
sanctions or limit the
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laboratory's certificate to exclude
gynecologic c{tology testing under CLIA,
and, if applicable, suspend the laboratory's
Medicare and Medicaid payments for
gynecologic cytology testing in accordance
with subpart R of this part.

D2152

493.857 Condition: Inmunohematology.

he s&)emalty of immunohematology
includes four subspecialties for the
purposes of proficiency testing: ABO
group and D (Rho) typing; unexpected
antibody detection; compatibility testing;
and antibody identification.

§493.857 Guidelines:

?493.859 Standard; ABO group and D
Rho) typing.

D2153

(a) Failure to attain a score of at least 100
percent of acceptable responses for each
analyte or test in each testing event is
unsatisfactory analyte performance for the
testing event.

D2154

(b) Failure to attain an overall testing event
score of at least 100 percent is
unsatisfactory performance.

D2155

(c) Failure to participate in a testing event is
unsatisfactory performance and results in a
score of 0 for the testing event.

D2156

Consideration may be given to those
laboratories failing to participate in a testing
event only if--

(1) Patient testing was suspended during the
time frame allotted for testing and reporting
proficiency testing results;

D2157

(2) The laboratory notifies the inspecting
age}rllpy and the proficiency testing program
within

Successful Participation for
Immunohematology
Effective Dates

Previously Regulated 1/1/94
Laboratories

Previously Unregulated 1/1/95
Laboratories2

Analytes or tests for which laboratory PT performance is to be evaluated:

Immunohematology
ABO group (excluding subgroups)
D(Rho) typing .
Unexpected antibody detection
Compatibility testing
Antibody identification
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the time frame for submitting proficiency
testing results of the suspension of patient
testing and the circumstances associated
with failure to perform tests on proficiency
testing samples; and

D2158

(3) The laboratory participated in the
previous two proficiency testing events.

D2159

(d) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2160

(e)(1) For any unsatisfactory testing event
for reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2161

(2) For any unacceptable analyte or
unsatisfactory testing event score,
remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2162

(f) Failure to achieve satisfactory
performance for the same analyte in two
consecutive testing events or two out of
three consecutive testing events is
unsuccessful performance.

D2163

(g) Failure to achieve an overall testing
event score of satisfactory for two
consecutive testing events or two out of
three consecutive testing events is
unsuccessful performance.
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§493.861 Standard; Unexpected
antibody detection.

D2164

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2165

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2166

Consideration may be given to those
laboratories failing to participate in a
testing event only 1f--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2167

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with ‘rgailure to
perform tests on proficiency testing
samples; and

D2168

(3) The laboratory participated in the
previous two proficiency testing events.

D2169

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2170

(d)(1) For any unsatisfactory testing event
for reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.
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D2171

(2) For any unsatisfactory testing event
score, remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2172

(e) Failure to achieve an overall testing
event score of satisfactory for two
consecutive testing events or two out of
three consecutive testing events is
unsuccessful performance.

§493.863 Standard; Compatibility
testing.

D2173

() Failure to attain an overall testing event
score of at least 100 percent is
unsatisfactory performance.

D2174

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

D2175

Consideration may be given to those
laboratories failing to participate in a
testing event only if--

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2176

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with failure to
perform tests on proficiency testing
samples; and

D2177

(3) The laboratory participated in the
previous two proficiency testing events.
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D2178

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2179

(d)(1) For any unsatisfactory testing event
for reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2180

(2) For any unsatisfactory testing event
score, remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2181

(e) Failure to achieve an overall testing
event score of satisfactory for two
consecutive testing events or two out of
three consecutive testing events is
unsuccessful performance.

§493.865 Standard; Antibody
identification.

D2182

(a) Failure to attain an overall testing event
score of at least 80 percent is
unsatisfactory performance.

D2183

(b) Failure to participate in a testing event
is unsatisfactory performance and results
in a score of 0 for the testing event.

Consideration may be given to those
laboratories failing to participate in a
testing event only if--
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D2184

(1) Patient testing was suspended during
the time frame allotted for testing and
reporting proficiency testing results;

D2185

(2) The laboratory notifies the inspecting
agency and the proficiency testing
program within the time frame for
submitting proficiency testing results of
the suspension of patient testing and the
circumstances associated with ‘rgailure to
perform tests on proficiency testing
samples; and

D2186

(3) The laboratory participated in the
previous two proficiency testing events.

D2187

(c) Failure to return proficiency testing
results to the proficiency testing program
within the time frame specified by the
program is unsatisfactory performance and
results in a score of 0 for the testing event.

D2188

(d)(1) For any unsatisfactory testing event
for reasons other than a failure to
participate, the laboratory must undertake
appropriate training and employ the
technical assistance necessary to correct
problems associated with a proficiency
testing failure.

D2189

(2) For any unsatisfactory testing event
score, remedial action must be taken and
documented, and the documentation must
be maintained by the laboratory for two
years from the date of participation in the
proficiency testing event.

D2190

(e) Failure to identify the same antibody in
two consecutive or two out of three
consecutive testing events is unsuccessful
performance.
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D2191 (f) Failure to achieve an overall testing

event score of satisfactory for two
consecutive testing events or two out of
three consecutive testing events is
unsuccessful performance.
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Subpart J - Patient Test Management For
Moderate or High Complexity Testing, or Both
D3000
§493.1101 Condition: Patient test
management; moderate or high complexity
testing, or both.
Each laboratory performing moderate or high
complexity testing, or both, must employ and
maintain a system that provides for proper
patient preparation; proper specimen
collection, identification, preservation,
transportation, and processing; and accurate
result reporting. This system must assure
optimum patient specimen integrity and
positive identification throughout the
preanalytic (pre-testing), analytic (testing), and
postanalytic (post-testing) processes and must
meet the standards of this subpart as they apply
to the testing performed.
§§493.1103(a)-(c) Probes:
§493.1103 Standard; Procedures for How does the laboratory assure that special handling of specimens is maintained throughout the testing
specimen submission and handling. process when necessary, e.g., Micro-GC cultures; Chem-CPK; Endo-Folate/B12; Tox-
Carboxyhemoglobin?
(a) The laboratory must have available and ) ] ) ) ) o )
follow written policies and procedures for each | What instructions does the laboratory provide to patients when patient preparation is required for
of the following, if applicable: optimal specimen collection? For example:
o Semen analysis collection and transportation;
D3001 methods used for the preparation of patients; o Fasting instructions for cholesterol fractionation (e.g., HDL, VLDL, LDL);
D3004 . llection: o Glucose tolerance preparation; .
Specimen cotiection, o Twenty-four hour urine collection for specific tests; or
D3007 specimen labeling; o Fasting and two hour post prandial glucose collections.
D3010 specimen preservation; What instructions are provided for specimen preservation and transportation, when applicable? For
D3013 conditions for specimen transportation; and example: .
0 Sputum for cytology;
D3014 specimen processing. 0 Specimens for renin;
. 0 Specimens for potassium; or
Such policies and procedures must assure ) Specimens for urine culture and colony count.
positive identification and optimum integrity of
the patient specimens from the time the
specimen(s) are collected until testing has been
completed and the results reported.
Rev. 259 05-93 C-96



INTERPRETIVE GUIDELINES - LABORATORIES

TAG
NUI\R/IBE REGULATION GUIDANCE TO SURVEYORS
D3016 | (b) If the laboratory accepts referral specimens, | Are instructions clearly written and available to all individuals involved in the preservation, transportation,
written instructions must be available to clients | and collection of specimens, e.g., laboratory staff, patients, physicians?
and must include, as appropriate, the
information specified in paragraph (a) of this When tests are not performed on-site, do instructions for specimen collection, preservation and
section. transportation reflect the specifications of the particular reference laboratory that is receiving the
specimen(s)?
(c) Oral explanation of instructions to patients . ) . . . . . .
for specimen collection, including patient How do clients obtain additional assistance for specimen handling for unusual circumstances not routinely
preparation, may be used as a supplement to addressed in a service manual, e.g., the physician did a biopsy and has no 10% buffered formalin and needs
written instructions where applicable. to know what substitute is acceptable?
If tests are not performed daily, are specimens stored in accordance with the laboratory's procedures to
assure specimen integrity?
How does the laboratory's specimen identification system assure that each patient's
specimen is uniquely identified, e.g., patients with the same names?
How does the laboratory handle and label a specimen that is aliquotted for "in-house" testing in multiple
areas and for reference laboratory testing, e.g., sputum sent to Mycobacteriology and Cytology, stool
specimen for occult blood, routine culture, parasitology and C.difficile toxin assay?
Does the laboratory maintain and follow a current client service manual (with specific specimen
requirements) pertinent for the reference laboratory performing the test(s)?
§493.1105 Standard; Test requisition. §493.1105 Guidelines:
2 : . S . .
D3017 | The laboratory must perform tests only at the ggulﬁst};?rg(z)?g person" means an individual authorized under State law to order tests or receive test
written or electronic request of an authorized h AT . . . .
person. The patient's chart or medical record, if used as a requisition, must be available to the
laboratory at the time of testing, and to HHS upon request, and must be maintained in lieu of
D3018 | Oral requests for laboratory tests are permitted | a separate form for at least two years.
only if the laboratory subsequently requests
written authorization for testing within 30 days. | §493.1105 Probes: o . .
The laboratory must maintain the written How does the laboratory maintain records documenting oral requests for testing?
authorization or documentation of efforts made ] ] o )
to obtain a written authorization. How does the laboratory assure that electronic test requests are received from an individual authorized to
— order such tests?
D3019 | Records of test requisitions or test o
authorizations must be retained for a minimum | What mechanism does the laboratory employ to request written documentation of oral test requests? If the
of two years. laboratory attempts to obtain written authorization for oral test requests within 30 days, the requirement is
met.
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D3020 The patient's chart or medical record, if used as | §§493.1105(a)-(f) Guidelines:
the test requisition, must be retained for a If any specimen information other than the patient name or unique identifiers is missing from the test
minimum of two years and must be available to | requisition or patient medical record or chart, the laboratory determines whether to test the specimen.
the laboratory at the time of testing and Laboratories should either obtain missing information or report results and indicate on the test report,
available to HHS upon request. medical record or chart any limitations of test results due to the omission of patient information.
— However, if the laboratory determines that information is essential to the provision of accurate results,
D3022 The laboratory must assure that the requisition | it must be obtained prior to reporting.
or test authorization includes--
(a) The patient’s name or other unique If the requisition has designated areas for obtaining information, and the laboratory provides
identifier; instructions to its clients specifying that these items must be completed, the laboratory has
X demonstrated compliance with the requirement. However, the laboratory must have an ongoing
D3023 (b) The name and address or other suitable mechanism for monitoring and evaluating the information solicited and obtained on the test requisition.
identifiers of the authorized person requesting (Use D7009, D7010 and D7019, as appropriate.) Attempts to gain the necessary information must be
the test and, if appropriate, the individual documented. (Use D7066.)
responsible for utilizing the test results or the
name and address of the laboratory submitting | §§493.1105(a)-(f) Probes:
the specimen, including, as applicable, a How does the laboratory obtain information missing from the requisition form?
contact person to enab]e the reporting of
imminent life threatening laboratory results or | How does the requisition provide for inclusion of additional information when necessary, e.g.,
panic values; specimen type, source, time collected?
D3024 | (c) The test(s) to be performed; When the patient's chart or medical record is used as the test requisition, is it available to the personnel
D3025 (d) The date of specimen collection; performing laboratory tests at the time of testing or prior to the reporting of test results? Does it
provide all the information necessary to ensure accurate testing and reporting of results?
D3026 ¢) For Pap smears, the patient's last menstrual o
%)e)riod, agre) or date of bigth, and indication of §493.1105(b) Guidelines: . . .
whether the patient had a previous abnormal The address of the individual or laboratory requesting a test should include the street, city or town and
report, treatment or biopsy; and the State of the individual or laboratory ordering or responsible for utilizing the test result. When
appropriate, a telephone number or other mechanism to contact the responsible individual should be
D3029 (f) Any additional information relevant and provided to the laboratory.

necessary to a specific test to assure accurate
and timely testing and reporting of results.

§493.1105(f) Guidelines:
Additional information may include the patient's age, sex, current medications, the time the specimen
was collected, diagnosis, and the type of specimen to be tested, e.g., serum, urine, spinal fluid.
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§493.1107 Standard; Test records. §493.1107 Guidelines:
The regulations provide laboratories the flexibility to establish a system that ensures positive patient identification
D3032 The laboratory must maintain a record system to through specimen accessioning and storage, testing and reporting of test results. This may include a system that
ensure reliable identification of patient specimens as involves labeling the specimen container and request slip or the patient's medical record or chart with a unique
they are processed and tested to assure that accurate | Patient identification number, but does not preclude the use of other mechanisms to assist in patient identification
test results are reported. and tracking of specimens throughout the testing and reporting processes. The patient's name may be used as part
of the identification system.
These records must identify the personnel s . . . . .
performing the t:stirllg profgedurg § See the Guidelines at §493.1107(d) for the identification of personnel performing testing.
- — — - §493.1107 Probes:
D3034 Records of patient testing, including, if applicable, How does the patient's name or unique identifier used by the system track patient specimens from collection,
;nstmment printouts, must be retained for at least accessioning, processing and specimen testing through reporting and storage of test results?
WO years.
; Do the records reflect all the tests and the dates of performance in patient testing, e.g., in bacteriology, is each test
D3035 Immunohematology records and transfusion records | from media inoculation leading to organism isolation and identification documented on worksheet records or in a
must be retained for no less than five years in computer system?
accordance with 21 CFR Part 606, subpart I. In
addition, records of blood and blood product testing | Examine work records for handwritten results beside crossed out or whited out printed values. If the handwritten
must be maintained for a period not less than five values were reported, can the laboratory demonstrate the analytical source of those results? (Use D3032 or D3050,
years after processing records have been completed, | a5 appropriate.)
or six months after the latest expiration date,
whichever is the later date, in accordance with 21 Does the laboratory's record system permit easy tracking of a patient test from the request, through the original
CFR 606.160(d). analytical record to the final report? Are the original analytical work records complete, i.e., in a randomly chosen
. - sample, is there an instrument printout for every day of the month on which testing was performed? Are the
D3036 The record system must provide documentation of original, as opposed to transcribed and/or edited work records, being retained?
information specified in §493.1105(a) through (f)
D303 d includ §493.1107(d) Guideline:
7 an ”llﬂc uae - dentificati b . The regulations provide laboratories flexibility in establishing a system that identifies personnel performing
(2) b N patlenﬁ 1dent 1ca%on r.‘Fm °r, acfce}fsmn testing. The system may include signatures, codes, initials, or other identifiers, but must accurately correlate with
number, or other unique identification of the the identity of the personnel involved in testing. Testing does not include specimen processing (preanalytic) or
specimen, test reporting (postanalytic) phases of testing. Records may include, but are not limited to, work records,
D3038 (b) The date and computer systems, or test reports, but must meet record retention requirements as specified in the regulations.
- - — §493.1107(d) Probes:
D3039 time of specimen receipt into the laboratory How do laboratory records accurately reflect which tests were performed by each individual involved in the
testing process? Are high complexity tests performed and supervised, as appropriate, by individuals who meet the
D3040 (¢) The condition and disposition of specimens that qualification requirements for high complexity personnel? (See §§493.1441 - 493.1489.)
do not meet the laboratory's criteria for specimen
acceptability; and
D3041 (d) The records and dates of all specimen testing,
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D3042 including the identity of the personnel who §493.1109 Guidelines:
performed the test(s), which are necessary to An "exact duplicate" is an exact copy of the information sent to the individual requesting the test or
assure proper identification and accurate using the test result(s), and includes the name and address of the laboratory performing the test. The
reporting of patient test results. exact copy need not be paper, but may be retrieved from a computer system, microfilm or microfiche

record, as long as it contains the exact information sent to the individual ordering the test or utilizing
§493.1109 Standard; Test report. the test results. For tests requiring an authorized signature or containing personnel identifiers, the exact
duplicate must include the signatures or identifiers, 1.e., pathology. "Pathology" includes all of its

D3043 The laboratory report must be sent promptly to subspecialties, i.e., histopathology, oral pathology, cytology.
the authorized person, the individual ) . . i ) i i .
responsible for using the test results or The regulations do not require that instrument printouts be posted directly in the patient's medical
laboratory that initially requested the test. record or chart. However, these printouts must be maintained as part of the laboratory's record

retention requirements specified throughout the regulations.

D3044 The original report or an exact duplicate of A "preliminary report” means a test result that has been reported to the authorized person or laboratory
each test report, including final and preliminary | that initially requested the test before the final test result is completed. Frequently, a preliminary report
report, must be retained by the testing will contain significant, but not definitive information, e.g., a urine culture preliminary report orfy
laboratory for a period of at least two years >100,000 Gram negative bacilli after 24 hours incubation or a beta subunit preliminary report of >200
after the date of reporting. miu/ml. It should be noted on the report when the result is a preliminary result with a final report to

- follow. Preliminary and final reports must contain proper patient identification. Partial reports may be

D3048 | Immunohematology reports must be retained issued by a laboratory when multiple tests are ordered on tﬁe same specimen or patient, and partial
by the laboratory for a period of no less than reports are issued for only those tests which have been completed. Final reports will be issued pending
five years in accordance with 21 CFR Part 606, | the completion of the remaining tests.
subpart I. In addition, records of blood and
blood product testing must be maintained for a | The patient's chart or medical record may be used to report test results in lieu of a separate reporting
period not less than five years after processing form.
records have been completed, or six months
after the latest expiration date, whichever is the | §§493.1109(a)(c) Probes:
later date, in accordance with 21 CFR How does the reference laboratory notify the referring laboratory or client of unacceptable specimens in
606.160(d). a timely manner? (Cite "timely" deficiencies at D3050 and "reporting information" deficiencies at

D3049 For pathology, test reports must be retained for D3061, as appropriate.)

a period of at least ten years after the date of §493.1109(b) Guidelines:
reporting. Laboratories having a single certificate for multiple sites/location should have a system in place to
identify which tests were performed at each site.
;%%;?g{gaggygiﬁzzfgﬂ Irléacl(r)lr%dvifli%%rt of Use §493.1109(b) only when a laboratory holding a single certificate for multiple sites does not have a
must be readily available to the laboratory and | System in place to identify which site performed the testing. See §493.1111(c) for citing deficiencies
to HHS upon request. regarding the identity of a reference laboratory where testing is performed.
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D3050 (a) The laboratory must have adequate systems | §§493.1109(a)-(e) Probes:
in place to report results in a timely, accurate, How does the laboratory ensure that transmitted reports are legible and clearly represent the
reliable and information intended?

D3054 confidential manner, and ensure patient How does the laboratory maintain confidentiality of patient test reports?
confidentiality throughout those parts of the
total testing process that are under the If the laboratory uses a laboratory information system, i.e., an electronic reporting system, what
laboratory's control. security measures have been instituted to ensure that transmitted reports go directly from the device

. sending reports to only the individual ordering the test or utilizing the test results?

D3056 (b) The test report must indicate the name and
address of the laboratory location at which the | If it is possible to access the laboratory information system, how are unauthorized users prohibited from
test was performed, the test performed, the test | gaining entry?
result and, if applicable, the units of
measurement. How does the laboratory provide the authorized person ordering tests or using test results with

D3061 (c) The laboratory must indicate on the test information that is necessary for proper interpretation of the results?
re%ocri‘g any }gfonnfgltlon ;egardiﬂgttge co?dltlotn How does the laboratory provide its clients with its "normal" or "reference" ranges? Upon request? On
?}111 | Lspostl ion o .ipe.CITfnenS at é’, 11.1t0 mee the report? In a memorandum/letter? In a brochure? Do the normal or references ranges used reflect

¢ laboratory's criteria Ior acceptabiity. the method performed and the population tested?

D3062 Elcé)te};f;&%%n{)yrsggrﬁl%%ia&rry%%rrrﬁi}mﬁggtﬁi | What information does the laborato provide to the individual ordering or using test results when
tests. must be available to the authorized specimens are unsatisfactory for testing? Is this information relayed in a timely manner?
?eesrsgﬁs\iﬁg ?Orrd ﬁ{ﬁ?zggegiisgstgsrt trlée;arﬁcshwdual How does the laboratory inform the individual ordering or using a test of the test method employed

i when it is critical to the interpretation of the test results, e.g., wet mounts for screening fecal specimens

D3063 (e) The results or transcripts of laboratory tests | for parasites?
or examinations must be released only to . . . .
authorized persons or the individual When the patient's chart or medical report is used as the test report, does the laboratory provide all the
responsible for utilizing the test results. required information in a legible and understandable manner?

D3064 (f) The laboratory must develop and follow §493.1109(f) Probe:

written procedures for reporting imminent life-
threatening laboratory results or panic values.

How does the laboratory notify the individual responsible for ordering or using test results of patient
test values that are life threatening?
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D3066 In addition, the laboratory must immediately §493.1109(g) Guidelines:
alert the individual or entity requesting the test | It is not intended that the laboratory maintain an ongoing "list" of the test methods, systems, assays or
or the individual responsible for utilizing the examinations in use. However, the laboratory must make this information available to its clients upon
test results when any test result indicates an request.
imminent life-threatening condition.
The requirement for a laboratory to establish or verify performance specifications of each method
D3067 (g) The laboratory must, upon request, make stipulated in §493.1213 does not apply to FDA cleared moderate complexity tests that have not been
available to clients a list of test methods modified by the laboratory until September 1, 1994.
employed by the laboratory and, in accordance
with §493.1213, as applicable, the performance | §493.1109(g) Probe:
specifications of each method used to test If the laboratory changes methods, establishes a new procedure, or refers tests to another laboratory,
patient specimens. how does the laboratory provide the client with necessary updated information concerning parameters
p . . ; 3 ! - d o
D3069 n addition, information that may affect the such as patient preparation, preservation of specimens, specimen collection, or new "normal" ranges?
interpretation of test results, such as test §493.1109(h) Guidelines:
interferences, must be provided upon request. The regulations do not require a laboratory to maintain records including reports on-site. However,
during the inspection the laboratory must be able to retrieve copies of all records, reports and necessary
D3070 Perti q o inf . information upon request. Determine what constitutes a reasonable time frame based on the
ertinent updates on testing information must information requested. Use §493.1109(h) when the laboratory does not maintain an original or an exact
be provided to clients whenever changes occur | qyplicate of the information provided on the test report.
that affect the test results or interpretation of
test results. If other records, reports or necessary information are not accessible or available, cite deficiencies using
D3071 (h) The original report or exact duplicates of appropriate tags under the applicable subpart in which they appear.
test reports must be maintained by the
laboratory in a manner that permits ready
identification and timely accessibility.
§493.1111 Standard; Referral of specimens.
D3073 A laboratory must refer specimens for testing
only to a laboratory possessing a valid
certificate authorizing the performance of
testing in the specialty or subspeciality of
service for the level of complexity in which the
referred test is categorized.
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D3074 (a) The referring laboratory must not revise §§493.1111(a)-(c) Guidelines:
results or information directly related to the The laboratory's report must indicate the tests that were performed by a referral laboratory. Test report
interpretation of results provided by the testing | forms may include codes to identify the name and address of the laboratory that performed the test,
laboratory. providing the interpretations of the codes are available to the authorized person using the test results.

D3075 (b) The referring laboratory may permit each Copies of all reports, including corrected reports provided by the referral laboratories must be
testing laboratory to send the test result directly | maintained by both the referral and referring laboratories for the required time periods.
to the authorized person who initially requested
the test.

D3076 The referring laboratory must retain or be able
to produce an exact duplicate of each testing
laboratory's report.

D3077 (c) The authorized person who orders a test or

Frocedure must be notified by the referring
aboratory of the name and address of each
laboratory location at which a test was
performed.

Rev. 259

05-93 C-103



INTERPRETIVE GUIDELINES - LABORATORIES

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
D4000 Subpart K - Quality Control For Tests of Subpart K Guidelines:
Moderate or High Complexity, or Both At each Condition-level deficiency cited under Subpart K, designate the level of test complexity(ies) that
cause the Condition to be out of compliance. (Use "M" (for all devices, products, or test systems cleared by
§493.1201 Condition:General quality FDA as moderately complex that have not been modified by the laboratory), "H" (high complexity tests,
control; Moderate or high complexity moderate complexity tests that have been modified, developed in-house or not cleared by the FDA), or "B"
testing, or both. (for both).)
(a) Applicability of subpart K of this part.
Subpart K is divided into two sections, §493.1201 Guidelines:
eneral quality control and quality control Use D4000 when quality control deficiencies are identified in moderate or high complexity testing, or both,
or specialties and subspecialties. The that are significant and have the potential for or adversely affect patient testing, are systemic and pervasive
quality control requirements are specified in | throughout the laboratory, and are not limited to any one specialty or subspecialty.
§§493.1201 through 493.1285 unﬁess--
(1) An alternative procedure specified in the | Significant deficiencies cited under this condition may indicate deficiencies under personnel responsibilities
manufacturer's protocol has been cleared by | or quality assurance, or both.
the Food and Drug Administration (FDA) as
meeting certain CLIA requirements for "Device" , as defined in the Food, Drug, and Cosmetic Act, means "an instrument, apparatus, implement,
general quality control and machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component,
specialty/subspecialty quality control, and part, or accessory, which is:
the manufacturer's instructions contain the 0 Recognized in the official National Formulary, or the United States Pharmacopeia, or any
following statement, supplement to them,
"Unless this device is modified by a o Intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation,
laboratory, the laboratory's compliance with | treatment, or prevention of disease in man or other animals. . ."
these quality control instructions will satisfy
the applicable requirements of 42 CFR The Medical Device Amendments of 1976 expanded the definition of device to include:
493.1203(b)." q 0 Devices intended for use in the diagnosis of conditions other than disease, such as pregnancy,
or an
(2) HHS approves an equivalent procedure 0 In vitro diagnosis products, including those previously regulated as drugs.
that is specified in Appendix C of the State
Operations Manual (HCFA Pub. 7). 21 CFR §809.3 defines "in vitro diagnostic products" as "those reagents, instruments, and systems intended
(b) The laboratory must establish and follow | for use in the diagnosis of disease or other conditions, including a determination of the state of health, in
written quality control procedures for order to cure, mitigate, treat, or prevent disease or its sequelae. Such products are intended for use in the
monitoring and evaluating the quality of the collection, pr%paration, and examination of specimens taken from the human body. These products are
analytical testing process of each method to devices as defined in section 201(h) of the Federal Food, Drug, and Cosmetic
assure the accuracy and reliability of patient | Act..."
test results and reports. The laboratory must
meet the applicab]i)e standards in §§493.1202 | "Modified by the laboratory" means any change in intended use or any change to the assay that could affect
through 493.1221 of this subpart, the performance specifications, e.g., sensitivity, specificity, accuracy, precision.
Examples of changes in intended use are:
0 Using a different sample matrix (plasma vs. urine);
0 Using or promoting the test for another purpose (screening vs. diagnostic); and
0 Changing the type of analysis (qualitative reported as quantitative, and vice versa).
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unless an alternative procedure specified in the
manufacturer's protocol has been cleared by the
Food and Drug Administration (FDA) as
meeting certain CLIA requirements for quality
control or HHS approves an equivalent
procedure specified in Appendix C of the State
Operations Manual (HCFA Pub. 7). HCFA
Pub. 7 is available from the Technical
Information Service, U.S. Dept. of Commerce,
5825 Port Royal Road, Springfield, VA 22161,
telephone number (703) 487-4630.

Examples of changes to manufacturer's instructions that could affect performance specifications:
0 Incubation times or temperatures;

Sample or reagent dilution (volume or matrix);

Using a different calibration material (or changing the manufacturer's set-points);

Introducing a different antibody (source, monoclonal-vs-polyclonal);

Change or elimination of a procedural step;

Change or addition of detector(conjugate) or substrate;

Change in the solid phase;

Change in the cutoftf or method of calculating the cutoff;

Change in the endpoint or calculation of the endpoint;

Addition of adsorbent;

Change in the strain of antigen in serologic assays; and

Changing the calibrator/reference serum/control value.

[Nl Ne NNl

Exceptions: If the FDA has cleared a manufacturer's reagents and/or calibration materials for an
instrument produced by another manufacturer, the use of these reagents/materials is not
considered a method modification. Use of reagents that are exempt from the premarket
notification procedures in 21 CFR 807 for an instrument produced by another manufacturer
is not considered a method modification.

The use in automated or semi-automated analyzers of rotors/cuvettes that have been reprocessed
(reconditioned), passed quality control inspection criteria of the reprocessing comﬁ)any, and returned to
the same laboratory that sent them for cleaning and re-use is not considered a method modification.

Manufacturers may assist laboratories by providing quality control instructions. However, the
laboratory is responsible for the performance, documentation and interpretation of quality control data.

Laboratories using manufacturer's instruments, Kits or test systems labeled for "investigational use
only", or "researc% use only" must clearly state that the test results are not to be used for treatment or
diagnostic purposes. If such tests are being reported without a disclaimer statement, they are in the
same category as in-house developed tests and must meet all applicable requirements in this subpart.

To determine which tests are categorized as waived, moderate or high complexity, refer to the "Specific
List For Categorization of Laboratory Test Systems, Assays and Examinations by Complexity" as
published in the Federal Register. Those test systems, assays and examinations not inc{)uded in this
listing are considered high complexity.
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§493.1202 Standard; Moderate or high §493.1202 Guidelines:
complexity testing, or both: Section 493.1202 will be effective from September 1, 1992, through September 1, 1994. These
Effective from September 1, 1992 to guidelines do not include instructions for inspecting instruments, kits or test systems cleared by the
September 1, 1994. FDA as meetin% the CLIA requirements prior to September 1, 1994. Such instructions will be
developed at a later date. On September 1, 1994, §493.1202 becomes obsolete and §493.1203 becomes
(a) For each test of high complexity effective.
performed, the laboratory must meet all o
applicable standards of this subpart. §493.1202(a) Guidelines: o
ALL quality control requirements specified in §493.1201 and §§493.1204 through 493.1285 are
(b) For each test of moderate complexity a[l)lli:)éleclzill‘tl)fl:fs: to each test of high complexity, as appropriate, unless otherwise specified in these
performed using a standardized method, or g :
method developed in-house, a device not R
! > . . §493.1202(b) Guidelines:
(S;glrjrjlfgért;;lll;aﬁg; ?b?l}égél?nl:%rééﬁgli?g%% ?:s}t/ ALL quality control requirements specified in §493.1201 and §§493.1204 through 493.1285 are
system subject to the Food, Drug and Cosmetic apphcgble, a]s) gle)lrggéaahel_tﬁ)o%z;cel} test of moderate complexity that has been:
ﬁg gﬁfﬁ:ﬁg Iffl%ﬁizoﬁge hgf{flzlg%l ]e);:cltcee d on 0 Not subject to clearance by the FDA, e.g., textbook or reference procedures such as Gram
Mav 28. 1976 v d th W dentified in 21 CFR stain, direct anti-globulin test, manual peripheral blood smear differentials (this includes commercially
ay £0. > and 1A0se 1centilie fm distributed instruments, Kits or test systems marketed prior to the Medical Device Amendments, Public
parts 8?(2’,[ 864 an()i 866 as exempt trom FIt)ﬁt Law 74-295, enacted on May 28, 1976); or
premarket review), or using an instrument, K1 y ’ .t
or test system cleared by the FDA through the 0 Cleared by the FDA and modified by the laboratory.
premarket notification (510(k)) or premarket §493.1202(c)(1)-(6) Guidelines:
ap plg)\;al (Pdl\./%Azi%roi:ﬁssl fgr mt- V1tr(3d(11 1agnostic | 1p;roducts cleared or approved by the FDA that are moderately complex (that have not been modified
ilaslf o r;lt OI;Ioni 1set me};t aell 2 Ofiggé stgn dards by the laboratory), the only quality control requirements that apply are §§493.1202(c)(1) through (6).
of this su}kl) art pp To evaluate compliance with the requirements at §§493.1202(c)(3)(4) and (5), use the guidelines in
part. §8§493.1223-493.1285 for each specialty/subspecialty, as applicable. Cite all quality control
D4001 (c) For all other tests of moderate complexity recordkeeping deficiencies at D6072 (for moderate) and quality control record retention deficiencies at

performed using an instrument, kit or test
system cleared by the FDA through the
premarket notification (510(k)) or premarket
approval (PMA) process for in-vitro diagnostic
use, the laboratory must--

(1) Follow the manufacturer's instructions for
instrument or test system operation and test
performance;

D8021 and D8023, as appropriate.

§493.1202(c)(1) Guidelines:
Deficiencies should be cited at D4001, if the laboratory fails to follow manufacturer's instructions that
include, but are not limited to:

0 Handling reagents, materials and supplies;
0 Adhering to conditions for storage and testing; and
0 Performing equipment maintenance and function checks.

See D4260, Immunology/Syphilis, D4282, Routine Chemistry/Blood Gases, and D4475,
Immunohematology for citing specific deficiencies when a laboratory fails to follow manufacturer's
instructions in these areas.

Following manufacturer's instructions means that the laboratory complies with the requirements
(statements such as must or shall) in package inserts and/or instrument operator manuals. Guidance
that is not mandatory for the laboratory to follow includes suggestions, advice, or recommendations.
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D4002 (2) Have a procedure manual describing the §493.1202(c)(2) Guidelines:
processes for testing and reporting patient test The laboratory may use the manufacturer's package insert or operator's manual. If these inserts or
results; manuals do not include instructions for performance of calibration, control procedures or

specialty/subspecialty control activities, remedial action protocol, and reporting patient test results as
required under §§493.1202(c)(2), (3), (4), (5), and (6), the laboratory must supplement the
manufacturer's instructions to include these items. Processes for testing include procedures for test
performance, calibration and control activities.

D4003 (3) Perform and document calibration
procedures or check calibration at least once
every six months;

In accordance with §493.1407(e)(13), the laboratory director must ensure that an approved procedure
manual is available to testing personnel. (Use D6031.)

§493.1202(¢).(3).(4) and (5) Guidelines:

When a manufacturer's instructions meet or exceed the requirements of §§493.1202(c),(3),(4) and/or
(5), the laboratory must follow the manufacturer's instructions. Use D4001 when a laboratory does not
follow the manufacturer's instructions.

Do not cite §493.1202(c)(1) if manufacturer's instructions are less stringent or do not address the
requirements of §§493.1202(c)(2) through (6). Cite performance and/or documentation deficiencies as
applicable at §§493.1202(c),(3) and (4). (Use D4003 and/or D4006.)

§493.1202(c)(3) Guidelines:
The calibration requirement would not apply to a variety of procedures, which include, but are not

limited to:

0 Manual procedures not involving an instrument, i.e., agglutination tests, rapid antigen
systems; and . L . . o Lo

0 Some procedures involving instruments in which calibration may not be practical, i.e.,

prothrombin procedures.

This requirement is NOT cross-referenced to §493.1217. Therefore, neither the requirements nor
guidelines of that section are applicable to §493.1202(c)(3).

This is a minimal requirement which may be satisfied if the laboratory performs those procedures
designated by the manufacturer as instrument or procedural calibration or calibration checks, as
specified by the manufacturer. If the manufacturer requires calibration procedures at an unspecified
frequency or less frequently than every 6 months, the ?aboratory must meet the six-month calibration
frequency of this requirement.

When the manufacturer does not require calibration procedures, the re%uirements at §493.1202(c)(3)
would not apply. However, the laboratory must ensure the accuracy of the test system and meet the
requirements at §§493.1407(e)(3), 493.1413(b)(2), and 493.1709, as applicable.
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D4006 (4) Perform and document control procedures §493.1202(c)(3) Probes:
using at least two levels of control materials If calibration materials are not available, or if the manufacturer does not require a calibration procedure,
each day of testing; how does the laboratory assure that the system functions properly to provide accurate test results? (Use
D6012-D6014, D6040, D6085-D6087, D6115, and D7043, as applicable.)
(5) Perform and document applicable specialty cy e
and subspecialty control procedures as %?1931' 16202(0)(4) Gul%e%{nes. £ s . b . less th level
specified under §493.1223; e laboratory must follow manufacturer's instructions, but at a minimum, run no less than two levels
’ of control materials each day of testing, unless otherwise indicated in these guidelines. For those
- - products that include controls, e.g., control materials included in the kit, laboratories that test the
(6) Perform and document that remedial action | controls (at least two levels) each day of testing are in compliance with this requirement.
has been taken when problems or errors are
identified as specified in §493.1219; and This requirement is NOT cross-referenced to §493.1218. Therefore, neither the requirements nor
guidelines of that section are applicable to §493.1202(c)(4).

Maintai f all quali 1 . .
ggivigg;t%; {ng ;isafs. anilzﬁ?t}l,t}c/OC&Irl(t)rlo Instrument or procedural or electronic control checks (at least two levels) may be used to meet this
records for immunohematology and blood and | requirement.
blood products must be maintained as specified o o . . . . .
in §493.1221. For qualitative procedures a positive and negative control will satisfy this requirement.

For all specialties and subspecialties, positive and negative controls may be :
0 Commercially prepared controls or calibration materials;
0 Previously tested patient specimens provided the laboratory determines the acceptable
performance level for the patient specimens; or
0 Proficiency testing specimens for which results have been confirmed.
For exceptions to the control requirements of this section, see the specific specialty/subspecialty areas
in §§493.1225 through 493.1285.
§493.1202(c)(4) Probes:
If control materials are not provided by the manufacturer, what does the laboratory use to assure the
validity of test results?
§493.1202(c)(5) Guidelines:
Guidelines specific to each specialty/subspecialty area are listed in their respective sections, i.e.,
§§493.1223 through 493.1285.
§493.1202(c)(6) Guidelines:
See §493.1219(b)-(d) - Remedial action when citing deficiencies for §493.1202(c)(6).
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§493.1203 Standard; Moderate or high
complexity testing, or both:
Effective beginning September 1, 1994.

§493.1203 Guidelines:

For each moderate or high complexity test
performed, the laboratory will be in
compliance with this section if it:

(a) Meets all applicable quality control
requirements specified in this subpart when
using a standardized method, a method
developed in-house, a device not subject to
clearance by the FDA (including any
commercially distributed instrument, kit or test
system subject to the Food, Drug and Cosmetic
Act marketed prior to the Medical Device
Amendments, Public Law 94-295, enacted on
May 28, 1976, and those identified in 21 CFR
parts 862, 864, and 866 as exempt from FDA
premarket review), a manufacturer's product
modified by the laboratory, or a device
(instrument, kit or test system) not cleared by
the FDA as meeting certain CLIA quality
control requirements; or

(b) Follows manufacturer's instructions when
using a device (instrument, kit, or test system)
cleared by the FDA as meeting the CLIA
requirements for quality control located at
§§493.1215, 493.1217 and 493.1223, and
applicable parts of §§493.1205, 493.1211 and
493.1218. In addition, the laboratory must
comply with requirements of §§493.1204,
493.1213, 493.1219, and 493.1221 and those
parts of §§493.1205, 493.1211, and 493.1218
that are unique to the laboratory facility and
cannot be met by manufacturer's instructions.

§493.1203 is effective on September 1, 1994, and replaces §493.1202. Guidelines will be developed at
a later date for inspecting laboratories using products that have been cleared by the FDA as meeting

CLIA requirements for quality control.
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§493.1204 Standard; Facilities §493.1204 Guidelines:
The requirements of §493.1204 do not apply to products cleared or approved by the FDA that are
D4012 The laboratory must provide the space and moderately complex unless they have been modified by the laboratory. See §493.1202(c).
environmental conditions necessary for N
: : §493.1204(a) Guidelines:
conducting the services offered. Work areas should be arranged to minimize problems in specimen handling, examination and testing of
specimens and reporting of test results.
(a) The laboratory must be constructed,
arranged, and maintained to ensure the space, Workbench space should be sufficient for test performance, well lighted, and have water, gas, suction
and electrical outlets as necessary. Instruments, equipment and computer systems should be placed in
D4016 | ventilation. and locations where their operation is not affected adversely by physical or chemical factors, such as heat,
’ vibrations, power fluctuations or fumes from acid or alkaline solutions. Equipment tops should not be
. . used as workbench space.
D4017 utilities necessary for conducting all phases of
testing, including the preanalytic (pre-testing), | Determination of proper lighting is subjective since the regulations do not specify the foot-candles or
analytic (testing), and postanalytic (post- other measures of light intensity required. When citing deficiencies, document the circumstances in
testing), as appropriate. which lighting adversely or may adversely affect test performance.
D4018 (b) Safety precautions must be established, §493.1204(a) Probes:

posted, and observed to ensure protection from
physical, chemical, biochemical and electrical
hazards and biohazardous materials.

How does a laboratory ensure its ventilation system properly removes vapors, fumes and excessive
heat?

How does a laboratory ensure that an adequate, stable electrical source is maintained at each location
and meets the power requirements for each piece of equipment?

What type of lighting or background is available for visual interpretation of test results (e.g.,
macroscopic evaluation of hemagglutination reactions)?

§493.1204(b) Guidelines:

If you observe or obtain information re%arding potential safety violations not applicable under CLIA,
notify the appropriate State or local authority. Consult with the RO for notification to other Federal
agencies such as the Occupational Safety and Health Administration (OSHA), Environmental
Protection Agency (EPA), or Nuclear Regulatory Commission (NRC). The appropriate Federal, State
or local authority, if warranted, will investigate and, if necessary, conduct an on-site visit.

§493.1204(b) Probes:
What safety precautions are posted in the laboratory? Are established safety precautions followed?
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How does the laboratory, including temporary testing sites or mobile units:
0 Dispose of radiological, chemical, and biological wastes (including blood drawing
equipment);
0 Clean up spills (chemical, biological, and radiological); and
0 Determine the amount of waste that can safely be contained and the precautions necessary
to ensure that liquid waste does not spill or splash while in travel status?
What precautions are employed by laboratory personnel when handling specimens to ensure protection
from contamination or infection?
What chemical precautions are taken, if any, during the preparation or handling of reagents, solutions
and stains?
§493.1205 Standard; Test methods,
equipment, instrumentation, reagents,
materials, and supplies. §493.1205 Guidelines:
The requirements of §493.1205 do not apply to products cleared or approved by the FDA that are
D4022 The laboratory must utilize test methods, moderately complex unless they have been modified by the laboratory. See §493.1202(c).
equipment, instrumentation, reagents, §493.1205(a) Probes: ) )
materials, and supplies that provide accurate Are instruments with adjustable settings appropriately set for each substance or cell to be analyzed?
and reliable test results and test reports. o
§493.1205(b) Guidelines:
. . If the equipment or instrumentation is found to be inappropriate or insufficient, document the reasons
D4023 (a{ Tezt mzthod_ologlesfand ecclqulpment musthbe for this finding. (Base deficiencies related to inappropriate or insufficient equipment on a
selected and testing pertormed 1n a manner that | getermination that patient results are or may be adversely affected.) When evaluating whether the
provides tt?St results w1t}.1%n the 1ab?ratoryhs laboratory has appropriate and sufficient equipment/instruments, reagents, materials, and supplies,
stated performance specifications for each test | ¢onsider an assessment of the laboratory's resource management capabilities.
method as determined under §493.1213.
D4024 (b) The laboratory must have appropriate and "Appropriate" means that the test systems, equipment and/or instruments are capable of producing

sufficient equipment, instruments, reagents,
materials, and supplies for the type and volume
of testing performed and for the maintenance
of quality during the preanalytic, analytic, and
postanalytic phases of testing.

(c) The laboratory must define criteria for
those conditions that are essential for proper
storage of reagents and specimens, and
accurate and reliable test system operation and
test result reporting.

results within the laboratory's stated test performance specifications.

"Sufficient" is defined as the test systems, equipment and/or instruments necessary to perform the
laboratory's volume of testing (preanalytical, analytical postanalytical) within its established turnaround
times.

Data space capacity in the laboratory's information system should be sufficient for current data entry. If
this space is maintained by deletion of data, it should be scheduled and documented.
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D4025 (1) These conditions include, if applicable-- §493.1205(c)(1) Guidelines:
(i) Water quality; Temperature-controlled spaces, equipment, and instruments should be monitored and
(i1) Temperature; acceptable temperature ranges must be established and maintained.
(iil) Humidity; and
(iv) Protection of equipment and instrumentation from Each method and piece of equipment should have the humidity and the temperature tolerance limits for operation established and
fluctuations and interruptions in electrical current that available when necessary and critical to test performance.
adversely affect patient test results and test reports.
Continuous monitoring of temperatures by a recording thermograph are acceptable. The charts must be retained to document that
D4029 (2) Remedial actions taken to correct conditions that fail to | temperatures were within the limits established by the laboratory. In lieu of temperature recording, it is acceptable for
meet the criteria specified in paragraph (c)(1) of this temperatures to be maintained and monitored internally by an instrument, provided test results either are not generated or are
section must be documented. flagged when the temperature range for test performance is exceeded.
- - - If alarms of any type, i.e., laboratory information systems, temperature controlled spaces, are used to alert laboratory personnel of
D4030 (d) Reagents, solutions, culture media, control materials, an imminent problem, such as power fluctuation, the laboratory should have a system in place to periodically monitor and test
calibration materials and other supplies, as appropriate, alarm performance. (Use D4094-D4097 or D4493, as appropriate.)
must be labeled to indicate-- )
(1) Identity and, when significant, titer, strength or Water quality has been classified by several different organizations. Each laboratory is expected to use the appropriate water
concentration; quality as required for each instrument, kit or test system. Laboratories producing water should consider parameters such as pH,
- silicate content, particulate matter and bacterial and organic content in assessing water quality. These parameters vary by test
D4032 (2) Recommended storage requirements; system and should be assessed by the laboratory for appropriateness and monitoring. Laboratories purchasing water that has
already been classified are not expected to evaluate the above parameters unless specified by the manufacturer or by the
; . laboratory in its procedure manual.
D4033 (3) Preparation and expiration date; and
§493.1205(c)(1) Probes:
- . . : How does the laboratory provide special conditions when required for specimen or reagent storage, i.e., -70°C for virology, dry
D4034 (4) Other pertinent information required for proper use. ice, amounts of sufficient liquid nitrogen for freezing?
How is room temperature and humidity monitored when necessary for test performance or proper operation of reagents,
D4038 () Reagents, solutions, culture media, control materials, instruments, equipment, or laboratory computer systems? When temperatures and/or humidity are outside acceptable limits, how

calibration materials and other supplies must be prepared,
stored, and handled in a manner to ensure that--

(1) Reagents, solutions, culture media, controls,
calibration materials and other supplies are not used when
they have exceeded their expiration date, have deteriorated
or are of substandard quality.

does the laboratory rectify the problem?

§493.1205(c)(1)(iv) Guidelines:
The laboratory is not required to monitor equipment or instrument voltage unless specified by the manufacturer.

§493.1205(c)(2) Guidelines:
Failure to perform and document remedial action related to water quality, temperature, humidity, and stability of electrical supply
should be cited here. Refer to §493.1219 for citing other deficiencies related to remedial action.
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D4040 The laboratory must comply with the §493.1205(e)(1) Guidelines:
FDA product dating requirements of 21 In citing deficiencies, for outdated or deteriorated materials, whenever possible, indicate whether these
CFR 610.53 for blood products and other | materials have been used for patient testing. Look for contamination, drying or other signs of deterioration.
biologicals, and labeling requirements, as | This is as important as checking expiration dates.
cited in 21 CFR 809.10 for all other in
vitro diagnostics. All exceptions for product dating granted by FDA must be maintained by the laboratory for at least a 2-year
period after the final use of the reagent/material/kit. (Use D 4041 and/or D4182, or D4184, as appropriate.)
D4041 Any exception to the product dating )
requirements in 21 CFR 610.53 will be §493.1205(e)(1) Probes: . . . . .
granted by the FDA in the form of an How does the laboratory assure that rea%ents, solutions, and other supplies or materials that require specific
amendment of the product license, in conditions for storage and handling are handled and stored properly, e.g., temperature, light, humidity, proper
accordance with 21 CFR 610.53(d). All container?
fﬁggﬁggﬁ gﬁl;t be documented by the Does the laboratory have the appropriate equipment to prepare reagents, stains, solutions, controls, and
’ calibration materials, e.g., pipettes, hydrometers, graduated cylinders, autoclaves, balances, centrifuges,
- distilled/deionized water?
D4042 (2) Components of reagent kits of
different lot numbers are not interchanged | When mobile laboratory or temporary testing site equipment is not in use (weekends, overnight) how are
unless otherwise specified by the instruments, reagents, stains, and other solutions protected from extreme temperature fluctuations?
manufacturer.
If "frost-free" freezers are used, how does the laboratory assure that specimens, tissue, reagents, and supplies
are not damaged due to the cycle of freezing, thawing and refreezing?
§493.1205(e)(2) Guidelines:
"Kit" means all components of a test that are packaged together.
§493.1211 Standard; Procedure §493.1211 Guidelines:
manual. The requirements of §493.1211 do not ag)gly to products cleared or approved by the FDA that are moderately
complex unless they have been modified by the laboratory. (See §493.1202(c).)
D4043 (a) A written procedure manual for the

performance of all analytical methods
used by the laboratory must be readily
available and followed by laboratory
personnel.

§493.1211(a) Guidelines:

Procedures may be organized in the form of manuals, stored in computers and/or card files and must contain
such information as specified in §§493.1211(b)(1) through (16). If the laboratory has procedures that are not
used for test performance, but are used for reference purposes, they may be placed in a reference section.

Textbooks may be used as supplements to
these written descriptions but may not be
used in lieu of the laboratory's written
procedures for testing or examining
specimens.

You need not review these procedures unless problems are identified with patient test results.

CDC manuals, manufacturer's operating instructions, package inserts and manuals such as the Armed Forces
Institute of Pathology (AFIP) manual are acceptable provided that the policies and procedures listed in
§§493.1211(b)(1) through (16) are available and the methods in use are clearly indicated.
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(b) The procedure manual must include, when After September 1, 1992, if the laboratory modifies any procedure, the modification must be
applicable to the test procedure: documented and verified as specified in §493.1213.
D4046 (1) Requirements for specimen collection and Cite failure to follow the laboratory's written procedures for test performance for cytology tests at
processing, and D4043. For moderate complexity testing, use D6070, and for high complexity testing use D6175.
D4048 criteria for specimen rejection; §493.1211(a) Probes:
D4049 ) Proced f - - . How does the laboratory ensure that personnel follow the procedures in the procedure manual? How
(2) Procedures for microscopic examinations, are changes in procedures communicated to bench personnel?
including the detection of inadequately prepared
slides; §493.1211(b)(4) Guidelines:
The identity and concentration of the calibrator(s), the number to be used and the calibration and
D4050 (3) Step-by-step performance of the procedure, calibration verification schedule should be specified. The calibration and calibration verification
including test calculations and interpretation of 1 1 ith calibrati d calibrati Ficati f d under §493.1217(b
results; protocol must correlate with calibration and calibration verification performed under § . (b).
D4051 (4) Preparation of slides, solutions, calibrators,
controls, reagents, stains and other materials
used in testing;
D4052 (5) Calibration and calibration verification
procedures;
D4054 (6) The reportable range for patient test results o
as established or verified in §493.1213; §493.1211(b)(7) Guidelines: . ' )
For each test procedure, the type of control (manufacturer or in-house), identity (normal, abnormal,
D4055 (7) Control procedures; level I, II etc. ), number and frequency of testing controls should be defined and include the criteria for
- - determining the acceptability of control results. Control limits must be established in accordance with
D4056 (8) Remedial action to be taken when §493.1218(d) and must be available to testing personnel. Control limits may be included in the
calibration or control results fail to meet the procedure manual.
laboratory's criteria for acceptability;
. . . §493.1211(b)(10) Guidelines:
D4057 (9) Limitations in mthOdOIOgles, including Defined reference ranges including the range of values for each type of specimen, i.e., urine, serum,
interfering substances; and demographic variables such as age and sex, as applicable, should be available to bench personnel.
D4058 (10) Reference range (normal values);
D4059 (11) Imminent life-threatening laboratory
results or "panic values";
D4060 (12) Pertinent literature references;
D4061 (13) Appropriate criteria for specimen storage

and 1presgrva'tion to ensure specimen integrity
until testing is completed;
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D4062 (14) The laboratory's system for reporting patient results §493.1211(b)(14) Guidelines:
including, when appropriate, the protocol for reporting If a laboratory uses a computer system for processes such as result entry or worksheet generation, the procedures for computer
panic values; use should be available and include whom to call for assistance when there are problems with the device or system being used.

D4063 (15) Description of the course of action to be taken in the Procedures that contain the information necessary for proper operation and reporting must be available to operators of laboratory
event that a test system becomes inoperable; and information systems (LIS). Instructions should contain the individual(s), either by name or position, to notify if the LIS goes

down or if a system error occurs.

D4064 (16) Ceriteria for the referral of specimens including o
procedures for specimen submission and handling as §§493.1211(d)~(f) Guidelines: )
described in §493.1103. All laboratory procedures including CDC and AFIP manuals, manufacturer's operator manuals and package inserts must reflect

the director's review and approval of any modifications in the procedure.

(c) Manufacturers' package inserts or operator manuals . o . .
may be used, when applicable, to meet the requirements of | Approval of procedures is the responsibility of the laboratory director. A coversheet may be used for the director to approve the
paragraphs (b)(1) through (b)(13) of this section. Any of manual. Annual review of procedures is not required, unless there is a change in director or the individual to whom this
the items under paragraphs (b)(1) through (b)(13) of this responsibility is delegated.
section not provided by the manufacturer must be provided
by the laboratory.

D4065 (d) Procedures must be approved, signed, and dated by the
director.

D4066 (e) Procedures must be re-approved, signed and dated if
the directorship of the laboratory changes.

D4067 (f) Each change in a procedure must be approved, signed,
and dated by the current director of the laboratory.

D4068 (g) The laboratory must maintain a copy of each procedure
with the dates of initial use and discontinuance.

D4069 These records must be retained for two years after a

procedure has been discontinued.
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REGULATION

GUIDANCE TO SURVEYORS

§493.1213 Standard; Establishment and verification of
method performance specifications.

Prior to reporting patient test results, the laboratory must
verify or establish, for each method, the performance
specifications for the following performance
characteristics:

accuracy; precision; analytical sensitivity and specificity, if
applicable; the reportable range of patient test results; the
reference range(s) (normal values); and any other
applicable performance characteristic.

(a) The provisions of this section are not retroactive.
Laboratories are not required to verify or establish
performance specifications for any test method of moderate
or high complexity in use prior to September 1, 1992.

(b)(1) Each laboratory that introduces a new procedure for
patient testing using a device (instrument, Kit, or test
system) cleared by FDA as meeting certain

§493.1213 Guidelines:
The requirements of §493.1213 do not apply to products cleared or approved by the FDA that are moderately complex unless
they have been modified by the laboratory. (See §493.1202(c).)

Guidelines for determining compliance with these requirements are located in the respective specialty/subspecialty sections at
§§493.1223-493.1285.

§493.1213(b)(1) Guidelines:
These requirements are not effective until instruments, kits, or test systems have been cleared by the FDA as meeting CLIA
requirements. Guidelines are to be developed at a later date to address products cleared by FDA as meeting CLIA requirements.
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TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
CLIA requirements for quality control, §§493.1213(b)(2) Guidelines:
must demonstrate that, This requirement applies only to high complexity methods and moderate complexity methods that
have been devzlpped in—_holusg, 1r.nethods not su‘?jec;t to FDA clea_ralrllce,le};glg., gram sta(iinff .
; ; ; examinations, direct anti-globulin tests, manual microscopic peripheral blood smear differential, or
prior to reporting patient test results, commercial test methods %leared by the FDA that have been modified by the laboratory.
it can obtain the performance Although no specific guidelines exist for verifying or establishing performance specifications of a
specifications for accuracy, test method, each laboratory is responsible for determining the performance specifications of the
test methods in use. Verification/establishment of accuracy, analytical sensitivity and specificity,
precision, and and reference range may be accomplished by, but is not limited to:
0 Thoroughly testing reference materials or comparing results of tests performed using
- an established alternative reference method; or
reportable range of patient test results, 0 If reference materials or established alternative reference methods are not available, by
comparable to those established by the comparing split sample results with results obtained from a method which is shown to provide
manufacturer. clinically valid results.
The laboratory must also verify that the The verification/establishment of method specifications should provide evidence that the accuracy,
manufacturer’s reference range is precision, analytical sensitivity, and analytical specificity of the procedure is adequate to meet the
appropriate for the laboratory's patient physicians' needs in managing their patient's health care, as determined by the clinical consultant.
population For each commercial test method, a laboratory may use the manufacturer's performance
: specifications as a guideline, but must verify the manufacturer's claims before initiating patient
(2) Each laboratory that introduces a new testing.
method or device as specified in either
§§493.1202(a) or (b), or §§493.1203(a) Through the verification process, the laboratory defines the schedule for calibration and control
must, prior to reporting patient test results- | procedures and the number and concentration of calibration and control materials to be used to
- monitor and evaluate method performance. The schedule for calibration and control procedures
should not be less than the frequency specified in the manufacturer's instructions.

D074 ggrf\o]frgg}rllger : séi?flv:zgtfg;: %g? &111: thod the At the time of verifying or establishing method performance specifications, the laboratory
following performance characteristics, as determines the upper and lower limits for reporting patient results. Thereafter, the reportable range
applicable: ’ of patient test results is monitored by calibration verification as required under §493.1217(b)(2),
(A) Accuracy; which must include calibration materials that monitor the upper, lower and mid-range used for
(B) Precision;’ reporting patient test results.

%S% ﬁﬁzll}}l,ttllzzll Z;Iéscll%\;%/,’ to include For some qualitative tests, the laboratory may verify the manufacturer's specifications by running
interfering substances; known positive and negative samples to assure that the expected results are obtained. Specimens
(E) Reportable range of patient test of known quantitative value may be used to determine the laboratory's performance specifications
results: for a qualitative test. Prior to introducing a test for routine patient testing, the laboratory must
(F) Reference range(s); and review and evaluate the verification data.
(G) Any other performance characteristic
required for test performance.
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documentation of the verification or
establishment of all applicable test
performance specifications.

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
(i1) Based upon the performance For all quantitative methods, the laboratory must establish or verify the accuracy, precision,
specifications verified or established in analytical specificity and analytical sensitivity, reportable range of patient test results and reference
accordance with paragraph (b)(2)(i) of this | range(s).
section, establish
— If a laboratory relocates or changes testing sites, it must document that its established performance

D4081 calibration and control procedures for specifications for each test method are not affected by the relocation of the laboratory or test
patient testing as required under system.
§§493.1217 and 493.1218.

§§493.1213(b)(2) Probes:
D4083 (c) The laboratory must have Do the verification records reflect the current methods and instrumentation used for test

performance? (At least twice a year, the laboratory must define the relationship between testing
performed at different testing sites and testing performed using different instruments, kits, or test
systems.) (Use D7043.)

If a method was verified by someone other than the laboratory staff (i.e., manufacturer
representative), how did the laboratory demonstrate that this verification correlates with its in-
house test performance?

If a laboratory has developed a procedure, or modified a manufacturer's instructions, how did it
determine it's clinical sensitivity and specificity?

How did the laboratory evaluate patient specimen values in determining the appropriateness of the
normal/reportable range?

Accuracy- How did the laboratory determine that the method produces correct results? For
qualitative methods, how did the laboratory verify that a method will identify the presence or
absence of an analyte?

Precision- How did the laboratory evaluate the precision of automated tests and manual tests,
including operator variance, which can be assessed through testing personnel performance
evaluations and automated tests, e.g., assessment of day-to-day, run-to-run, within-a-run variation?

Analytical Sensitivity- Can the lowest concentration or amount of the analyte or substance be
measured or distinguished from a blank, e.g., minimum detection limits. In many instances
verification of the manufacturer's reportable range will satisfy this requirement. Otherwise, how
much of the analyte must be present to be measured?

Analytical Specificity/Interfering Substances- Is the extent to which the method responds to only
the analyte or substance to be measured. How did the laboratory determine that the method
measures only the analyte it is reporting, i.e., in-house procedures, modified manufacturer's
products?

Rev. 256

01-93

C-117



INTERPRETIVE GUIDELINES - LABORATORIES

TAG
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GUIDANCE TO SURVEYORS

§8§493.1215 Standard; Equipment
maintenance and function checks.

D4084

The laboratory must perform equipment
maintenance and function checks that
include electronic, mechanical and
operational checks necessary for the
proper test performance and test result
reporting of equipment, instruments and
test systems, to assure accurate and
reliable test results and reports.

What disease states, treatments, or antibiotics, are known to cause interference or affect the
methods in use?

Reportable Range- For each test method, how did the laboratory establish or verify reportable
range of patient test results (for the type of specimen and demographic variables such as age and
sex, as applicable)?

Reference Range- The laboratory may use the manufacturer's reference range provided it is
appropriate for the laboratory's patient population.

If a laboratory has developed a procedure or modified a manufacturer's procedure, how did the
laboratory determine the normal range(s)?

Other Performance Characteristics- How did the laboratory determine counting times for RIA
procedures?

How did the laboratory ensure that patient results are valid if the matrix of the calibrators and/or
control materials differs from the matrix of patient specimens?

§§493.1213(c) Probes:
What data does the laboratory have to demonstrate the establishment or verification of its
performance specifications for each test method?

§§493.1215 Guidelines:
The requirements of §493.1215 do not apply to products cleared or approved by the FDA that are
moderately complex unless they have been modified by the laboratory. (See §493.1202(c).)

The laboratory must establish and follow procedures for performing maintenance and function
checks on each piece of equipment/instrument it uses, including those that are peripherally
involved in patient testing, e.g., incubators, centrifuges, safety cabinets, autoclaves.

The laboratory must follow and document the necessary maintenance stated by the laboratory
information system (LIS) manufacturer or established by the laboratory for the LIS computer and
components such as monitors, printers and modems. All input/output components, such as
monitors, printers, and modem transmission equipment must be maintained to assure accurate,
clear, and interference-free transmission.

If the LIS performs any calculation functions to determine a laboratory result, the function should
be verified immediately after the LIS is programmed and prior to calculation of patient results.
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TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
(a) Maintenance of equipment, §§493.1215 Probes:
instruments, and test systems. How does the laboratory determine if a new or revised LIS program (whether purchased or
(1) For manufacturers' equipment, developed in-house), performs acceptably before it is integrated into routine operation?
instruments or test systems cleared by the
FDA as meeting certain CLIA Are LIS master packs or master memory components maintained and stored according to the
requirements for quality control, the manufacturer's instructions?
laboratory must-- hen d q " o how d N
. . When downtime is required to perform maintenance functions on LIS equipment, how does the
(i) Perform maintenance as defined by the laboratory provide arr?ple notiﬂrc)ation to LIS users? (Use D4177 if patiegt r%sults are not reported
manufacturer and by : .
within established timeframes.)
with at least the frequency specified by the | §§493.1215(a)(1) Guidelines:
manufacturer; and These requirements are not effective until September 1, 1994, or until instruments, kits, or test
systems have been cleared by the FDA as meeting CLIA requirements. Guidelines will be
" . developed at a later date to address products cleared by FDA as meeting CLIA requirements.
(i) Document all maintenance performed.
66;1%3.1215(@(2) Guidelines: v divided
. . . A laboratory's maintenance program is usua ivided into two parts:
(2) For methods or devices, as specified in 0 }{Jnscheduled regair% when neede(}il; and P
either §493.1202(a) or (b) or Scheduled ti it PM) which i f dt ¢ breakd
§§493.1203(a), the laboratory must-- 0 Scheduled preventive maintenance (PM) which is performed to prevent breakdowns or
malfunctions, to prolong the life of an instrument and to maintain optimum operating
- - - characteristics. A service contract for PM from an outside source is acceptable provided that for
D4088 | (i) Establish a maintenance protocol that each instrument or piece of equipment, there is a description of the service to be performed and
ensures equipment, instrument, and test frequency of service. A service contract does not negate the laboratory's responsibility for
system performance necessary for accurate per%orming other routine maintenance not included in the maintenance contract. Acceptable
and i‘ft:'hable test results and test result performance parameters (if applicable) must be documented.
reporting;
§§493.1215(a)(2) Probes:
D4089 (ii) Perform maintenance with at least the How does the laboratory's maintenance program assure that instruments and equipment maintain
fréquency specified in paragraph (a)(2)(i) optimum operating characteristics and minimize breakdowns?
of this section; and . . .
What type of documentation does the laboratory have to reflect the preventive maintenance
. activities performed?
D4090 (iii)) Document all maintenance
performed. When there is major preventive maintenance or replacement of parts critical to the testing system,
e.g., column changes in chromatograph instruments, does the laboratory redefine or verify the
reportable range of patient testing as necessary? (Use D4121.)
In immunofluorescent test procedures, how does the laboratory assure that the bulb is emitting
ultraviolet light?
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TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
(b) Function checks of equipment, §§493.1215(b)(1) Guidelines:
instruments, and test systems. These requirements are not effective until September 1, 1994, or until instruments, kits, or test
(1) For manufacturers' equipment, systems have been cleared by the FDA as meeting CLIA requirements. Guidelines are to be
instruments, or test systems cleared by the | developed at a later date to address products cleared by FDA as meeting CLIA requirements.
FDA as meeting certain CLIA
requirements for quality control, the §§493.1215(b)(2) Guidelines:
laboratory must-- Function Clheﬁks refer to t}iose 'aCtli\llitie? perfqrnrlled1 to evalua{)e clr(itical czlperating characteristics,
: : e.g., stray light, zeroing, electrical levels, optical alignment, background counts, counting
5111)63 ?;ﬁﬁ?&g&?ﬁ%i};ﬁ%ﬁﬁi S;fiﬁgd by efficiency, according to the accepted method of operation for each type of device or instrument.
frequency specified by the manufacturer; Daily activities and checks are performed prior to patient testing to ensure that an instrument is
and y y ’ functioning correctly and is properly calibrated, e.g., checking electrical, mechanical and
operational functions may be independent of the procedure. The performance of daily control
(i1) Document all function checks activities may serve as an instrument function check, since analysis of control samples check the
performed. operating characteristics of a test system, including instrument stability and calibration.
(2) For methods or devices, as specified in | For instruments which automatically perform function checks and flag problems, the laboratory is
either §493.1202(a) or (b) or required to document the corrective actions in response to the flagged problems. (Cite deficiencies
§493.1203(a), the laboratory must-- related to remedial action under D4170-D4172. Cite deficiencies related to documentation of
remedial actions under D4182.)
D409%4 (i) Define a function check protocol that
ensures equipment, instrument, and test Flow cytometry: ) )
system performance necessary for accurate | A fluorescence standard(s) for each fluorochrome should be used each day of patient testing to
and reliable test results and test result msure: ) )
reporting; ) Proper alignment of the optical system;
- ; ; ; 0 Standardization of the fluorescence detectors;
Daos [ () Perorn nton checsclding |0 Resolutomof iy Satnedprtcies: and
paragraph (b)(2)(i) of this section. 0 Appropriate compensation for spectral overlap of the fluorochromes.
The fluorescence standards should have the same fluorochromes incorporated into them as are used
D4096 Function checks must be within the for the test, and with the exception of alignment standards, should have similar fluorescence
laboratory's established limits before intensities as found in the test specimens. The laboratory should have an acceptable range of
patient testing is conducted; and performance for all procedures.
D4097 (iii) Document all function checks For flow cytometers with air-cooled lasers, the laser should be tested each day patients are tested
performed by peaking the laser signal and monitoring the current input (amps) to laser light output
’ (milliwatts) to determine whether the brewster windows are in need of cleaning.
For laser-based flow cytometer instruments having brewster windows, the ratio of current input
(amps) to laser light output (milliwatts) at the normal operating wavelength, measured after the
laser is peaked and normal operating power set, should be used as an indicator of dirt
accumu{’ation, and the need for cleaning of optics.
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§§493.1215(b)(2) Probes:
When autoclaves are used for laboratory purposes, what systems are in place to assure that autoclaves are
functioning properly?

For procedures or test systems that require pipetting or dilution of patient samples separately from controls
or calibrators, how are autodiluters, microdiluters, and/or pipettors, verified for precision and accuracy?

Are cell washers, autodilutors and auto washers that process patient samples separately from controls and
calibrators checked for adequate and consistent delivery?

For those systems that perform simultaneous fluid delivery to multi-well plates or tubes, how does the
laboratory assure uniform delivery of reagents or washing solutions to all wells or tubes?

What records are maintained to document that a mobile laboratory, or one that moves from testing site to
testing site has equipment that maintains operational characteristics?

What type of documentation does the laboratory have to reflect the actual measurement(s) taken or
observed?

Are the actual measurements within the tolerance limits defined for function checks and are the
measurements documented?

When function checks are critical to test performance, what mechanisms are in place to monitor such items
as:

Rotator speed and circumference;

Timers;

Anaerobic chambers;

Cell washers;

Radioactive particle counters; and

Blood cell counters?

00000

If function checks are not required or recommended by the manufacturer, how does the laboratory verify
the performance of its equipment and instruments?

Are backgrounds or baselines measured for each setting? For example, if the laboratory uses more than
one type of isotope, at what window setting are background counts performed and recorded?

Flow Cytometry
What action does the laboratory take when an unacceptable difference is noted for the:

0 Alignment;

0 Standardization;

0 Resolution of dim signals; or

0 Spectral compensation from the previous day? (Use D4170.)
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procedures are required to substantiate the
continued accuracy of the test method
throughout the laboratory's reportable
range for patient test results.

Calibration is the process of testing and
adjusting an instrument, kit, or test system
to provide a known relationship between
the measurement response and the value of
the substance that is being measured by
the test procedure.

Calibration verification is the assaying of
calibration materials in the same manner
as patient samples to confirm that the
calibration of the instrument, kit, or test
system has remained stable throughout the
laboratory's reportable range for patient
test results.

The reportable range of patient test results
is the range of test result values over
which the laboratory can establish or
verify the accuracy of the instrument, kit
or test system measurement response.

Calibration and calibration verification
must be performed and documented as
required in this section unless otherwise
specified in §§493.1223 through 493.1285.

TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS

When performing analysis using two or more fluorochromes simultaneously, how does the
laboratory identify and adjust for "spill over" into the other fluorescence detectors?

§493.1217 Standard; Calibration and §493.1217 Guidelines:

calibration verification procedures. The requirements of §493.1217 do not apply to products cleared or approved by the FDA that are
moderately complex unless they have been modified by the laboratory. (See §493.1202(c).)

D4098 Calibration and calibration verification Additional guidelines for determining compliance with these requirements are located in the

respective specialty/subspecialty sections at §§493.1223 - 493.1285.

For calibration and calibration verification of blood gas analysis, see §493.1245(a)-(d), which is
applicable in lieu of §493.1217. For calibration and calibration verification of hematology
procedures, see §§493.1253(a)-(d), which is applicable in licu of §493.1217.

Calibration of procedures is not to be confused with function checks which is noted in §493.1215.
However, in many instances, the performance of method calibration serves to satisfy the
requirement for instrument calibration.

The calibration requirement would not apply to a variety of procedures, which include, but are not
limited to:

0 Manual procedures not involving an instrument, e.g., manual Kirby-Bauer disc
susceptibility test, manual tilt-tube prothrombin time test systems, ABO group and D(Rho) typing;
0 Some procedures involving an instrument in which calibration may not be practical,

e.g., HIV antibody by ELISA; and
0 Microscopic procedures, e.g., KOH preparations, pinworm preparations, urine
sediment analysis, all manual differential procedures, cytology screening procedures.

The term "calibration material" has generally replaced "standard" since many instruments now use
serum based reference materials. "Calibration material" means a solution which has a known
amount of analyte weighed in or has a value determined by repetitive testing using a reference or
definitive test method. Calibration material may be traceable to a National Institute for Standards
and Technology (NIST) Standard, if possible. Control activities routinely used to satisfy the
requirement for §493.1218 may not be used to satisfy the calibration verification requirements at
§493.1217.
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TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS
(a) For laboratory test procedures that are | §§493.1217(a) Guidelines:
performed using instruments, kits, or test These requirements are not effective until September 1, 1994, or until instruments, kits, or test
systems that have been cleared by the systems have been cleared by the FDA as meeting CLIA requirements. Guidelines are to be
FDA as meeting certain CLIA developed at a later date to address products cleared by FDA as meeting CLIA requirements.
requirements for quality control, the
laboratory must, at a minimum, follow the
manufacturer's instructions for calibration
and calibration verification procedures
using calibration materials specified by the
manufacturer.
(b) For each method or device, as
specified in either §493.1202(a) or (b) or
§493.1203(a), the laboratory must--
(1) Perform calibration procedures--
D4101 (i) Ata minimum, in accordance with
manufacturer's instructions, if provided,
using calibration materials provided or §§493.1217(b)(1) Guidelines:
specified, as appropriate, and with at least | Frequency of calibration is based on the manufacturer's recommendations and calibration
the frequency recommended by the verification results. If calibration proves less stable than the manufacturer's recommendation, more
manufacturer; and frequent calibration may be required, as established or verified by the laboratory under §493.1213.
Records must document the frequency of calibration. (Use D4182.)
g}l,)tﬁg ﬁ&f&ﬁiﬁ;e;g ??q%rilrtgélirfgéa;bhshed For each methodology, a laboratory's calibration procedure must, at a minimum, meet the '
§493.1213 (b)(2)(’i) manufacturer's specifications and, when necessary, incorporate any additional calibration materials
' as determined by the laboratory in §493.1213.
D4105 (A) Including the number, type and
concentratiqn (_)f calibrat_ion materials, §8493.1217(b) Probes:
acceptable limits for calibration, and the At what intervals are the method or test system's calibration or calibration verification performed?
frequency of calibration; and
How often is calibration recommended by the manufacturer or required by the laboratory?
D4110 (B) Using calibration materials
appropriate for the methodology and, if What calibration frequency is reflected in the laboratory's records?
possible, traceable to a reference method
or reference material of known value; and If the laboratory calculates values for one or more calibration materials, are the calculations
correct, and do the records reflect that the measured values are within the laboratory's established
limits for the calibration materials?
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TAG
NUMBER REGULATION GUIDANCE TO SURVEYORS

D4111 (iii) Whenever calibration verification fails
to meet the laboratory's acceptable limits for
calibration verification; and
(2) Perform calibration verification
procedures-- §493.1217(b)(2) Guidelines:

For each quantitative test method or analytical system, the laboratory must evaluate the stability

D4113 (1) In accordance with the manufacturer's of calibration and other operating characteristics in establishing the calibration verification
calibration verification instructions when schedule, as determined in §493.1213.
they meet or exceed the requirements
specified in paragraph (b)(2)(ii) of this Additional calibration materials must be tested as "unknowns" to verify reportable range (upper,
section; or lower, and mid-range) of patient test results. The laboratory should define acceptable limits for

— - — - the difference between the measured value obtained for the calibration materials, versus the
(i1) In accordance with criteria established actual concentration of the calibration materials. Use appropriate calibration materials as defined
by the laboratory- under §493.1217 Guideline for calibration verification.

D4115 (A) Including the number, type, and When reviewing the laboratory's maintenance and function check records as required in
concentration of calibration materials, §§493.1215, determine whether the laboratory performed calibration verification, where
acceptable limits for calibration verification applicable, when major maintenance occurred or critical parts were replaced.
and frequency of calibration verification; )

. . . ; Examples of replacement of critical parts may include, but are not limited to:

D4117 %B) Using calibration materials appropriate o Replacement of HPLC and GC columns;

or-- : : : .
(1) The methodology and, if possible, 8 Ellgtg‘[rsofé()erspgilcal density measurement;
traceable to a reference method or reference o Flow cells.
material of known value; and '
. , - §§493.1217(b)(2) Probes:

D4118 2) Ve{)llfymg the lfabor_atory S estabthhe‘%l. h What action does the laboratory take when controls reflect an unusual trend or are outside of
reportable range of patient test results, whic acceptable limits and other means of assessing and correcting unacceptable control values have
must include at least a minimal (or zero) failed to identify and correct the problem?
value, a mid-point value, and a maximum Y p ’
value at the upper limit of that range; and § fs 4?3612 17(b)£13) Probes: ] " ] ) l ) )

: If a laboratory does not perform calibration verification after a complete change of reagents,

Da119 (€) Atleast once every six months and